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About the Authors 


This month we present a brief ad was translated by Julius G. Zimmerman, 
dress by Commissioner George P. Lar- of New York City, editor of foreign 
rick, delivered at Detroit, Michigan, on law for the JOURNAI Dr. Zimmerman 











May 14 at a program marking the also translated the text of the law, 
opening ot the new Detroit District ol which appears at the end of the artick 
the d States Food and Drug Ac After obtaining her doctorate in 1926 
minis ion. The headquarters build- Dr. Jochmus ioined the former J. ( 
] y . ' 
ng e 80 persons are employed, is — Farbenindustrie A. G., Ludwigshafe 
the lirst FDA district office to be This organization ef y the / j 
opened in 25 years and the first office Inilin-und Soda Fabril 1G nd yy 
facility ever to | peciall lect | , " 
acil evel » De especially designe lochmus sti works as a chet st 
for FDA work executive lepartmet 
Dhe two-story, 24,000-square-toot Since 1945. she is beet ict 
) ling, amed nor ot Commis politics, and in 1953 was elect 
sioner uses sone of the eputyv to the lower chambs 1 " 
, , , , : 
Unite ti n st modern labora ment Bundestag ) gether wit other 
tori nd includ PRO SOIL 
cs a ( ics da mi Cle WOOL Ca W met eput es, she : 
unit, t large chemical laboratories, amendment to the German { 1 law 
, , 
and a nat i ght laboratory f colo! she later directed the lebates ‘ 
‘ | , 1 additive ind pesticides " oe 
s and pesticide bill prepared by menenimunnnd 
I rvddi here ire tices i lib ary chairmat the bcommittec } 
i nterence m, a lobby area and a le slation and f 1 science e b 
iran was passed by ( er ¢ ul ( 
Among those w participated in 1958 
the tormal dedication ceremonies were In October and Nove hye 1957 
Secretary of Health, Education, and studied our food laws, under Muni 
Welfare Arthur S. Flemming; Bradshaw and Bad Godesberg professors, at the 
Mintener, former Assistant Secretary invitation of the United States Govert 
of Health, Education, and Welfare, and ment. Since then. she has been lecturi 
now in law practice in Washington, before women’s clubs and neumere’ 
DD. C.; and Commissioner Larrick organizations and has been givit 
\ study on “The New German Law talks 


on Food Additives,” by Hedwig Joch- The Inter-American Bar Associat 
mus, of Heidelberg, Germany, outlines held its ninth conference April 10-19 at 


the latest amendment of the basi Miami. On April 14, the associat 
German tood law; it was “adopted by section on food, drug and cosmetic law 
the k gislature alter a long parliamen met tof the first time lt this | 


tary battle” and signed by the president JOURNAL we present three speeches 


that meeting ey are by Jorge E. 
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O’Farrell, Enrique E. Bledel and Vic- 
tor C. Folsom. Dr. O'Farrell and Mr. 
Bledel are members of the Buenos 
Aires, Argentina bar; Mr. Folsom 
foreign counsel of Sterling Drug, Inc., 
and vice president of Sterling Products 
International, Inc., New York City. 


1s 


Also presented is the continuing feat- 
ure “Christopher Comments,” written 


by Thomas W. Christopher, associate 
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? 
dean and professor of law at Emory 
University Law School, Atlanta, Georgia. 


A member of the Georgia and the 
Alabama bars, Mr. Christopher was at 
one time a member of the Tuscaloosa, 
Alabama law firm of Phifer & Christo- 
pher. During the past academic 


he was a visiting professor of law at the 


year, 





Meetings of Food and 


Association of Food and Drug Offi- 
cials of the United States—On Jun 
26, the following resolution was adopted 
by the Association of Food and Drug 
Officials of the United States, in con- 
ference in Boston, Massachusetts 

“Whereas, the New York State Bar 
Association, Food, Drug and Cosmetic 
Law Section, extended to this Associa- 
tion the privilege of sending representa- 
tives to meet with its members at the 
Eighty-Second Annual Meeting of that 
before them 


Association and discuss 


the problems of maintaining uniformity 


between State and Federal Food and 
Drug Laws; and 
“Whereas, subsequently that body 


offered its support and co-operation in 
achieving this uniformity through the 
assistance of its Committee on Uniform 
State Laws; and 

“Whereas 
of the continued 
ment and understanding of the members 
of this section and its distinguished 
Chairman, Charles Wesley Dunn, 

“Now, Be It Resolved 
that the Association of Food and Drug 


this is additional evidence 


interest, encourage- 


Therefore, 


University of California Law School, 
at Berkeley. 

Drug Men 

Officials of the United States express 
its deep appreciation to the Food, Drug 
and Cosmetic Law Section of the New 
York State Bar Association, its Chair 


man, and the chairman and members 
ot its Committee on Uniform State 
Laws for their continued and valued 


efforts in behalf of this Association and 


its objectives, and 


It 


Secretary of this 


Further Resolved that the 


Association be directed 


se 
to forward a copy of this resolution to 
Mr. Charles Wesley Dunn.” 


[he resolution was transmitted to 
Mr. Dunn, under date of July 10, 1959, 


by J F. Lakey, secretary-treasurer of! 
AFDOUS. 

Massachusetts [Institute of Tech- 
nology.— During the week of June 22- 
26, members of the Food and Drug 
Administration staff participated in a 
seminar discussion of the law held by 
the Massachusetts Institute of Tech 


was attended by 


The 


approximately 60 representatives of ma 


nology. seminal 


t 


jor food, chemical, packaging, and re 
lated industries. 


COR’ 








WASHINGTON- 


ACTION 


AND NEWS 





In the Food and Drug Administration 


Food Standards—Canned Tomatoes. 
\ change in the food standard for 
canned tomatoes to permit the addition 
of citric acid has been proposed by the 
Canners California, it was 
announced on July 8 by the Food and 
Drug Administration The proposal 
would allow use of citric acid to make 
up for any deficiency in the natural acid 
petition 


League of 


tomatoes Che 
lots of 
at canneries are deficient in acid 
and thus have to be cooked longer than 
other tomatoes to avoid possible spoil- 
that overcooking 


content of the 


states that some tomatoes re 


ceived 


age. It states further 


is undesirable and may be avoided by 


addition of citric acid where necessary 


Che amount of citric acid that would 
be allowed by the proposal would not 
exceed that required t 


the deficiency of natural acidity. With- 


compensate for 


out expressing an opinion on the merits 
of the industry proposal, FDA has pro 
that it addition of citric 
permitted, consumers be in- 


posed acid 
should be 
formed of the addition by an appropri 
ate label statement such as “with added 


citric acid” or “citric acid added.” 


Thirty days after publication in the 


Federal Registe allowed for inter- 


re were 
ested persons to file written comments 


These comments will be taken into con- 
sideration by the Commissioner of Food 
and Drugs in the issuance of an order 


r rejecting the 


adopting, modifying « 


proposal 


A new food stand 
pro 


—Peanut Butter.— 
ard for peanut butter has 
posed by the Administration. A survey 
of products labeled “peanut butter” has 


amount of peanuts used 


been 


shown that the 


in some brands has been reduced as 


much as 20 per cent by substitution of 
cheape r vegetable oils or hydrogenated 
oils for more peanuts and 
tends to mis 


and 


expensive 
peanut oil, This practice 
lead 
would be 
ting minimum requirements which meet 


and contuse the consumer 


corrected by a standard set 


consumer expectancy, the agency noted 

Under FDA’s proposal, peanut butter 
would consist of at least 95 per cent by 
weight of the food made by 
shelled, roasted and blanched 
No more than 5 per cent of the product 
could be provided by one or more op 


grinding 
peanuts 


tional ingredients, including salt, sugar 


dextrose, honey, or hydrogenated or 


partially hydrogenated peanut oil. The 
proposed standard would require a list 
ing of optional ingredients on the label 


by their common names 


Written 


the standard, proposed July 


invited o1 
> Tr} 


comments were 


must be received within 30 days of its 


publication in the Federal Registe 
Wax Used for Food Containers— 
Inquiries Concerning Carcinogens.— At 
a news conference on June 30, Arthur 
S. Flemming, Secretary of Health, Ed 
cation, and Welfare, released the follow 


ing statement 
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“Tl am informed that both the Food 
and Drug Administration and the Pub- 
lic Health Service are receiving many 
inquiries about possible cancer produc- 
ing agents in wax used for milk cartons 
and other food containers 


“IT think we should try to clarify the 


situation with respect to these waxes 


“During the latter part of 1956, Dr. 


W. C. Hueper, of the Public Health 
Service, arranged with the Milk In 
dustry Foundation to collect waxes 


used by dairies for the impregnation of 
milk containers. Several months latet 
the Foundation about 40 
waxes for further chemical and biologi 
them to the Na 
In June 1957, 
for study 


assembled 
cal analysis and sent 
Cancer Institute. 
24 of these waxes were sent 
to Dr. Philippe Shubik, Division ot 
Chemistry, Chicago Medical School, Dr 
Hueper provided Dr. Shubik with sug 
gestions for the work and data on the 
chemical, and biological as 
\ representative 


tional 


economic, 
pects of dairy waxes 
sample of each of these waxes was re- 
tained by the National Insti 
tute’s Environmental Cancer Section ot 
which Dr. Hueper is chief 


Cancer 


1957, Dr. Hueper re- 
from Dr. Shubik on 
tests of the 24 


“In the fall of 
ceived a report 
results of preliminary 
waxes, The studies were performed by 
Dr. William 


Lijinsky, an associate of 
demonstrated i 


Dr. Shubik’s. It was i 
these studies that one of the waxes 
contained a known carcinogen (cance! 


producing agent), 1, 2, 5, 6,-dibenzan- 
Three additional waxes wert 
but no carcinogen could be 
identified. It should be noted that while 
this compound has produced cancer in 


1, 2, 5, 6,-dibenzan 


thracene 


suspected 


laboratory animals, 
thracene has not been shown to produce 


cancer in man 


‘A report of the results of this in- 
vestigation was communicated to Mr 
Ernest Kellogg, Secretary of the Milk 
Industry Foundation. As a result, Mr 
Kellogg asked the American Petroleum 
Institute for assistance in investigating 


the problem 
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“Dairy industry representatives also 
met with Public Health 
and food personnel to map out a pro 
gram to that the waxes used 
were free from impurities. In Noven 
ber, 1957, the American Petroleum In 
stitute made available $100,000 a year 
additional 


Service milk 


assure 


for five years to support 

studies by Dr. Shubik (Dr. Shubik has 

indicated that the results will be pub 

lished as the studies are completed) 
“Accordingly, Dr. Shubik was sup 


plied an additional sample of 26 represent 


ative waxes by the petroleum industry 


By the time these 


received, Dr. Shubik had improved his 
| 


new samples were 


analytical techniques to the point where 
he could identify as little 
1,2. 5, 6,-dibenzanthracene in one-ha 


‘ ; 


as one part 


lt 


billion parts of wax. In the earlier ex 


periments, sensitivity Was one part 
1,2, 5, 6,-dibenzanthracene in one mil 
lion parts of wax, With the high sensi 
tivity of the new techniques, no diber 


anthracene has been found in any 


26 samples 


“Meanwhile, in 1958, samples 
24 waxes sent to Dr. Shubik by Dr 
Hueper in 1957 also were sent to Dr 
Paul Kotin. Associate Profess: 
Pathology at the University ot Sout 
ern California The major results 
this study, made by Falk, Kotin and 
Miller, were published in the April 2 
1959, issue of a British scientific 
nal, Nature (pp. 1184-85) 

“The Kotin investigations confirm 


the Shubik findings that one wax cor 
tained between 0.5 and 
per gram of 1, 2, 5, 6, 


Che Kotin investigations demonstrated 


1.0 micrograms 


dibenzanthracene 






in addition, that 1, 2, 5, 6,-dibenzanthra 
cene added to dairy waxes tor exper! 
mental purposes was extracted ft 
thin layers of wax by milk 

“The results of these studies have 
been reviewed by scientists of both the 
Public Health Service and the Food 
and Drug Administration. I am ad 
vised that the findings are not final but 
no indications of a health hazard have 


been found 


(Continued on page 481) 
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REMARKS UPON 
The Opening 
of the New FDA Office in Detroit 


By GEORGE P. LARRICK 


Commissioner Larrick Delivered This Speech on May 14, 1959, 
at a Program Which Celebrated the Opening of Detroit Dis- 
trict, United States Food and Drug Administration 


fa new Administration district office, to serve 


IS indeed a privilege to be here to celebrate with you the opening 
I of Food and Drug 

the State of Michigan and the northern parts of Ohio and Indiana 
These areas have up to now been served by our Chicago and Cin 
cinnati Districts. 

First, let me say that we are grateful to officials of the Executive 
branch of the government, Members of Congress, and consumers and 
representatives of the food, drug and cosmetic industries who have 
helped to bring about the establishment of this new District office and 
the new building for its headquarters. Let me say further that we are 
equally appreciative of the public expression of interest in our work 
and programs which is manifest by your presence here this evening 
We extend our special thanks to the committee which planned this 
splendid event, to Governor Williams, to Mayor Miriani, to our many 
friends both among consumers and industry, and to our colleagues 
in national, state and local governments who have participated in 


making this a memorable occasion. 


I hope all of you had an opportunity during the day to visit our 


new building, and that if you did not you will make a point of doing so 
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The $1 Million Headquarters Structure 
Which Houses the New Detroit District 
Was Named the ‘‘George Potter Larrick 
Building,"’ to Honor the Commissioner 
of Food and Drugs. He Has Headed the 
Food and Drug Administration Since 1954 








in the near future. Those of you who have visited one or more of 
our 16 other district offices throughout the United States will immedi- 
ately understand, upon visiting this new installation in Detroit, why 


we are so proud of it. 


Importance of Adequate Facilities 


The building I am speaking of is the first ever built from the 
ground up as Food and Drug Administration laboratory facility. If 
this at first seems an insignificant luxury to you, reflect for a moment 
on what must be done in such a laboratory. It is the nature of our 
work, for example, that we must examine foods for any contamination 
which may have occurred during manufacture or storage. The 
environment in which such an examination is conducted—often includ 
ing the very air in the room—must be such that we can be sure that 
it did not contribute to any objectionable conditions found. Both the 
consumer and the manufacturer expect us to be right. 


The manufacture of our modern miracle drugs is often an 
extremely complex process. The safety and efficacy of these drugs 
depends upon rigorous manufacturing control over their composition 
and strength, and this is accomplished by many sensitive instruments 
and by chemists’ performing difficult and delicate assays. Our job ts 
to check on the end product, to see that the manufacturer’s controls 
are working properly. We therefore must also have sensitive equip- 
ment and an environment conducive to thorough and accurate deter- 
minations. Here again we cannot afford to be wrong; the health of 
the consumer and the integrity of the manufacturer could be placed 


in jeopardy. 
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About 25 years ago, we modernized our 16 field district labora 
tories in accordance with the demands of the time and the techniques 
and equipment then considered adequate. But these laboratories have 
not kept pace with scientific and technological progress over the years. 
We .now find ourselves using space acquired on a piecemeal basis, 
consisting of odd-sized rooms, inefficiently arranged and often improperly 
lighted, ventilated and/or air-conditioned for the type of work which 
must be done. Certain types of determination—as, for example, check 
ing to make sure that drugs for injection into the bloodstream are free 
from bacterial contamination—cannot be done in most of our field 
laboratories and must be sent to Washington, with some impairment 
of consumer protection. Safety equipment, sample storage space, 
waste disposal and sanitation maintenance facilities, and library space 

these are some of the essentials we have been able to build into the 
Detroit facility, but which are unfortunately lacking or inadequate 
in many of our districts. We say this in the greatest of friendship and 
respect for our colleagues in the General Services Administration, who 
have done yeoman service for us all over the country in providing the 
best space obtainable under the circumstances. We simply make 
the point that a modern installation such as we are now opening in 
Detroit is not a luxury, but a necessity for the performance of our 


duties in the way that we know you want them done 


Meeting Tomorrow's Challenges—Need for Continuing Progress 


Of course, we must recognize that what we consider to be modern 
today will have to be adapted to meet tomorrow's new challenges 
We know that your vast, internationally renowned pharmaceutical 
industry has not brought forth its last new drug; your medical research 
institutions have not made their last life-saving discovery; your 
chemical industry has not produced its last new pesticide or food 
additive; and your enormous agricultural and food-processing indus 
tries have not exhausted their ingenuity in bringing us greater quanti 
ties of more wholesome and more attractive foods. By the same token 
we know that the last medical quack has not ceased to “practice” with 
his own “secret” remedies; the last fraudulent promotion has not 
found its last unwary victim; the view has not been completely dis 
pelled that if a little pesticide on a growing crop is good, a lot would 
be better; the last oyster has not been watered; and the last vermin 


have not been eliminated from food-processing plants. 
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The statement “What Is Past Is Prologue” has been inscribed 
above the magnificent columns of our National Archives building in 
Washington. This inscription gives us pause when we consider the 
12,000 or so requests we have received since 1938 for clearance of 


new drugs, and of the potential of many of these drugs for harm as 
well as life-saving benefit; when we think of the hundreds of new 
pesticides and chemical food additives which must be carefully con 


trolled if their unquestioned capacity for benefit is not to be out- 
weighed by the element of danger; or when we think of the new 
hazards to food safety presented by the unleashing of atomic energy 
for both peaceful and belligerent pursuits. If the past is prologue, 


what shall we expect from the future? 


What Does FDA Seek? 

I have chosen these particular examples to point up the fact that 
our task is more and more one of the protective application of science 
to products and processes, to ferret out any potential hazards to the 
public health. This is the scheme which has been devised by our 
society to protect us, as it were, from our own unbridled ingenuity 
In these fields it is obvious that the proverbial ounce of prevention is 
worth much more than the pound of cure, and our goal is health pro 
tection through prevention of law violations and assistance to industry 
in voluntary compliance programs. In other words, we seek the 
maximum of preventive, rather than punitive, enforcement. 

Our success in meeting the challenges of the past gives us confi 
dence for the future. The district office and laboratory we celebrate 
here today increases this confidence, and we pledge its dedication to 
the objective of safe and effective drugs, devices and cosmetics; safe 
and wholesome foods; and honest merchandising for the benefit of 
both industry and consumers. [The End] 


¢ AOAC AWARD GOES TO FRANCIS A. GUNTHER °¢ 


Francis A. Gunther, insect toxicologist of the University of Cali 
fornia at Riverside, will receive the 1959 Harvey W. Wiley Award 
the Association of. Official Agricultural Chemists, according to an an 
nouncement on July 20.by the association’s president, A. H. Robertson 
The $500. annual award was established in 1956 to honor the “father of 
the pure food and drug law.” Dr. Wiley was also a founder of the 
AOAC. 

-Dr.,Gunther has been studying pesticides and their residues for his 
entire professional career—since 1940—and is author of more than 100 
papers’ on various aspects of pesticides and pesticide analysis. In addi 
tion, he has written two books on the subject. 








The New German Law 


on Food Additives 


By HEDWIG JOCHMUS 


Dr. Jochmus, a Chemist in an Executive Department of Badische Anilin 
und Soda Fabrik A. G., Was Formerly a Deputy to the Lower Chamber, 
Parliament of Western Germany. Her Article and the Law Text Following 
It Were Translated by Julius G. Zimmerman, Attorney, of New York City 


HE FEDERAL GAZETTE ( Bundesgesetzblatt No. 46) of the Fed 

eral Republic of Germany (Western Germany) of December 23, 
1958, published the text of a law amending and supplementing the 
basic food law of January 17, 1936, as amended on August 14, 1943. 
The latest amendment, which was adopted by the legislature after 
a long parliamentary battle and signed by the president on December 
21, 1958, deals primarily with food additives which have been brought 
under special government control. The definition of the substances 
which, in American terminology, are usually called “food additives” 
has been modified repeatedly by the various bills submitted to the 
legislature for consideration since 1956. The new law, as adopted 
distinguishes between: (1) fremde Stoffe (foreign substances) which 
qualify as food products under the law but which do not contain any 
digestible carbohydrates, fats or albumen or which do not naturally 
contain any vitamins, provitamins, or aromatic or flavoring sub 
stances, or where such content is not controlling for their use as 
food (Section 4(a)(2)) and (2) technische Hilfsstoffe (technical-aid sub 
stances) which are substances used during the production, manufac 
ture or processing of food products but are not intended to be 


consumed (Section 4(b)(3)). 


The main innovation of the new law is the change of the basic 
principle which had governed the old law of 1936 and which pro 
hibited only the manufacture or sale of food products which were 


harmful to health, with the government having the burden of proof 
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that a certain product was harmful. The new law reverses the legal 
status of food additives. 

According to the new Section 4(a), Paragraph 1, no foreign sub- 
stances may be added to foodstuffs unless such addition has been 
specifically authorized. This rule also applies where (1) foreign 
substances are only added or applied to the surface of a food product, 
even if such surface is not intended for consumption or (2) foreign 
substances happen to get into a food product during storage or 
transportation. 

The new law further forbids the sale or distribution of food 
products which contain any substances in quantities exceeding any 
maximum tolerances that may have been set by law or regulation. 
It also prohibits the use of utensils or refrigerating equipment in any 
way that transmits any foreign substance from such items into a food 
product or its surface, except for unavoidable traces. 

According to the new Section 5(a)(1), the federal government 
is empowered to issue regulations, insofar as this is compatible with 
the protection of the consumers, which (1) authorize the use of 
foreign substances for the production, manufacture, preparation, 
storage or transportation of food products, either generally or only for 
specific food products or for specific purposes; (2) set maximum 
tolerances for the presence of foreign substances authorized under the 
above subsection 1, as well as standards for their purity; (3) set 
maximum tolerances for the presence of technical-aid substances, of 
which only residues may be found in the finished food products; (4) 
list coloring agents which may be used for the coloring, stamping 
and printing of the surface of food products, covers which come into 
direct contact with food and stick to it or packaging material the 
color of which may be transmitted to the food; (5) set maximum 
tolerances for pesticides, insecticides, and other substances used for 
the protection of plants and fruits and for the prevention of their 
premature spoilage or for the acceleration of their ripening process 


The use of ultraviolet and ionizing rays for the treatment of food 
is permitted only if specifically authorized by regulation and, as a rule, 
this fact must be mentioned on the label. Other types of treatments 
are generally permitted and may be prohibited only on the ground 
that they may render the treated food injurious to health. 


Referring to the definition of “foreign substances” in Section 
4(a)(2), a content of “digestible carbohydrates, fats, albumen, vita- 
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mins, etc.”’ may have a controlling influence on the use of a substance 
as a “food” for physiological as well as for technical reasons. Thus, 
for instance, the use of powdered starch as food for infants and as a 
thickener depends on its content of carbohydrates; consequently, 
powdered starch qualifies in both cases as a “food product” and not 
a foreign substance. 

Technical-aid substances, which get temporarily into a food 
during the manufacturing process but are eventually eliminated, such 
as Bleicherden (kaolin) for the refining of fats, are subject to a differ 
ent rule. Maximum tolerances may be set by regulation for such 
residues as may remain in the finished food product. The same is true 
with respect to pesticides and similar substances listed in Section 
5(a)(5). 

\ certain group of substances are specifically exempted by 
Section 4(a)(4) from the special restrictions imposed by the new 
law on foreign substances. They are as follows: “Drinking and 
table water, steam (used for the treatment of fruits and vegetables), 
air, nitrogen (used for the treatment of peanuts to prevent their 
oxidation), carbon dioxide, brandy, as well as such vitamins and 
provitamins, aromatic and flavoring substances which are identical 


in their chemical composition to the natural ones.” 


The use of baking powder, sodium carbonate, ozone, fresh smoke 
and other frequently used items requires, on the other hand, special 
authorization by regulation. 

\ccording to Section 5(a)(4), the restrictions imposed by the 
new law are not limited to foreign substances which have been inten 
tionally added to food, but have been extended to the unintentional 
addition of certain items such as colors to food by its contact with a 
colored inedible surface, packaging material, refrigeration equipment, 
etc. The practical effect is that the coloring of egg shells, cheese rinds, 
citrus skins, the packaging of citrus fruit in paper treated with 
diphenyl or the packaging of fish in ice treated with formaldehyde now 
requires special authorization. 

In order to keep food of animal origin free from additives, the 
harmlessness of which has not been fully demonstrated, the new law 
specifically prohibits administration of (1) antibiotics to animals, 
prior to their slaughter, for the purpose of influencing the conserva 
tion of the meat and (2) substances with estrogenic or thyrostatic 


effect to living animals. 
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Prohibition of the use of unauthorized additives is supplemented 
by prohibition of the sale and distribution of such additives per se or 
of food products containing such unauthorized additives. Even au 
thorized additives may not be used to cover up the deterioration of 
a food product. For the special protection of children and of the 
sick, the law prohibits any advertising statements referring to the 
“natural” character of a food or to its special suitability for children 
or for sick people if that food contains any additives, even though 
they are authorized. Exemptions from this rule may be granted in 


special cases. 


The labeling requirements of the new law are stricter than those 
contained in the government bill which made the labeling as to the 
presence of food additives optional. Now it is a legal requirement to 
indicate the content of authorized additives and residues on the label 
of a food product. The details of the contents declaration are to 
be embodied in the regulation authorizing the use of the respective 
additives. Exemptions may be granted in cases where the use of 
additives is a common and well-known practice and where the con 
sumer cannot be possibly misled with respect to his expectations 


by the absence of a specific mention on the label. 


This is the first time that the German food law requires in 
principle the mention of all additives on the food label, even though 
it leaves to the government a certain amount of discretion in dealing 
with the details. The use of a color may be indicated by the word 
“colored.” Other additives may have to be mentioned by name. The 
mention of baking powder or of a very small quantity of some preserv 


ative may not be required. 


The question of labeling was one of the most controversial sub 
ject matters during the discussion of the food-additive amendment in 
parliament. Many associations of women and of consumers petitioned 
the representatives to insist on a complete contents declaration, on the 
ground that the consumer had a right to know what he was buying. 
The opponents considered such an uncompromising requirement as 
impractical and unnecessary, considering the fact that only authorized 
additives could be used under the new law. 

Food products manufactured in Germany for export must comply 


with the food laws of the country of destination as to their composi 


tion, packaging and labeling. They need not comply with the German 
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law, provided they are labeled as export merchandise and are kept 
out of the German market. 

Food products manufactured abroad and imported into Germany 
must comply fully with the German law the same as in the case 
of domestic German products. The importer has to inform the proper 
food control authority about the arrival of such foreign shipment 
and submit samples for examination upon request. The clearance by 
the customs authority takes place independently of food control. As 
the effectiveness of this type of control is open to doubt, the govern 
ment was requested by parliament to submit after two years a report 
about experiences under this import procedure. 

Exemptions from the basic controls introduced by the new law 
may be granted only by the federal government in exceptional cases, 
such as for the purpose of facilitating scientific experiments undet 
official supervision or for the specific dietary requirements of the 
armed forces. 

The imposition of penalties for violations of the food law as 
amended is governed by the old provisions of the basic law of 1927 
19306. 

It is planned to compile a book of food standards to aid the 
courts in dealing with cases of violation. This book, to be fashioned 
after the Austrian book of food standards (Codex Alimentarius Austri 
acus) will be drafted by a committee composed of scientists, of repre 
sentatives of the government departments concerned with food control, 


of the food industry and of the consumer organizations 


The various prohibitions and the penalties for violating the new 
law will come into effect at the end of 1959, one vear after its publica 
tion, with the exception of the prohibition of the administration of 


antibiotics and of estrogenic and thyrostatic substances to animals 


which became effective on the day of publication. Thus, the food 
industry has been given a one-year period to make the necessary 
adjustments, and the government the identical period to prepare and 
issue the necessary regulations which are to be periodically revised 
to keep them in line with the progress of food science and food 
technology. Prior to the publication of a regulation, the government 
is to consult a selected group of experts representing science, industry 
commerce and consumers. 
Food products manufactured during 1959 in accordance with the 


old law may be sold and distributed in that State for an additional 
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period not exceeding another year. Consequently, sufficient time has 
been given to all concerned to prepare for compliance with the new 
law ; it is to be hoped that the full transition period will not be required. 

The new German food-additive amendment has the same aims as 
the recent federal food-additive amendment promulgated in the United 
States by President Eisenhower on September 6, 1958, and it follows 
the present international trend. In Germany, the new law has been 
generally accepted by the population with approval, considering the 
better protection of health. In some circles there are still some mis 
givings because of the labeling requirements. The full implications of 
the new law will not be known until the regulations are published 
with the lists of authorized additives. 

A further revision of the German food law is overdue, particularly 
with respect to the existing special laws on margarine, meat, wine, 
nitrites, etc., to which the present food-additive amendment does not 
apply. The penal provisions of the food law also need to be revised, 
and the government has been requested to prepare and introduce the 


[The End] 


necessary bills. 


THE FOOD LAW OF THE FEDERAL REPUBLIC OF GERMANY— 
In the Version Published January 17, 1936, as Amended by 
Decree of August 14, 1943, and Law of December 21, 1958 * 


[As Translated by Julius G. Zimmerman] 


Article 1 

(1) The term Lebensmittel (food) within the meaning of this 
law applies to all substances which are intended to be eaten, chewed 
or drunk by man in their original, prepared, or processed state, 
unless they are primarily intended to be used as a cure, relief or 
preventive of disease. 

(2) Equally treated as “food” are: tobacco, products containing 
tobacco or resembling tobacco, which are intended to be smoked, 
chewed or snuffed. 

Article 2 
The term Bedarfsgegenstand (article of daily use) within the 


meaning of this law applies to: 





* Portions italicized or articles so desig- 
nated have been amended or newly intro- 
duced by the law of December 21, 1958 
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(1) Utensils for eating, drinking and cooking and other objects 
intended to be used in connection with the obtaining, manufacture, 
preparation, measuring, weighing, packaging, storage, transportation 
or consumption of food and which come in direct contact with food; 

(2) articles for the cleaning, care, dyeing and beautification of 
the skin, the hair, the nails and the mouth; 

(3) articles of clothing, toys, wallpaper, masks, candles, artificia! 
plants and parts of plants; 

(4) petroleum; 


(5) dyes, insofar as they do not qualify as food. 


Article 3 

It is prohibited 

(1) (a) to obtain, manufacture, prepare, package, store, transport or 
treat food for use by other people in such a fashion that its consumption 
may result in damage to human health; 

(b) to offer to the public as food, to keep in storage for sale, 
offer for sale, sell, or put in circulation in some other fashion, objects 
the consumption of which may result in damage to human health; 

(2) (a) to manufacture or package articles of daily use as defined 
in Article 2, Nos. 1 through 4, of this law, in such a fashion that their 
intended or anticipated use may result in damage to human health 
on account of their ingredients or impurities ; 

(b) to offer to the public such manufactured or packaged articles 
of daily use, or to keep them in storage for sale, offer them for sale, 


sell them or put them in circulation in some other fashion 


Article 4 

[It is prohibited: 

(1) to imitate or adulterate food for the purpose of defrauding 
the public in trade and commerce ; 

(2) to offer to the public spoiled, imitated, or adulterated food 
without adequate labeling, offer it for sale, sell it, or put it in circu 
lation in some other fashion; even in the case of adequate labeling 
this prohibition shall apply if that should be necessary under a regula 
tion issued in accordance with Article 5, No. 5, of this law; 

(3) to offer to the public food under a misleading designation 
statement or getup, or to keep it in storage for sale, offer it for sale 
sell it, or put it in circulation in some other fashion; this rule shall also 


apply where the misleading designation, statement or getup has ref 
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erence to the origin of the food, the date of its manufacture, its 
quantity, weight, or any other circumstances which have a bearing 
on its valuation. 

Article 4a [added in 1958] 

(1) Foreign substances, singly or mixed with other foods, may be 
added to foods intended for commercial distribution, at the time such 
foods are obtained, manufactured or prepared, only if the use of such 
foreign substances has been specifically authorized for such purpose. 
The delivery of food to members of a cooperative association or a 
similar organization or to institutions operating community kitchens 
shall be likewise considered “commercial distribution” with the mean 
ing of this law. 

(2) The term “foreign substances” within the meaning of this 
law applies to substances which qualify as food in accordance with the 
definition of Article 1 and which do not contain any digestible carbo 
hydrates, digestible fats, digestible albumen, and which do not nat 
urally contain any vitamins; provitamins; aromatic or flavoring 
substances; or where such content is not controlling for their use 
as food. 

(3) The rule of Section (1) of this article applies also 

(1) when foreign substances are only added to the surface of 

a food, even if such surface is not intended for consumption ; 

(2) when foreign substances happen to get into a food during 
storage or transportation. 

(4) Sections (1) and (3) of this article do not apply to the addi 
tion of drinking and table water, steam, air, carbon dioxide, and 
brandy, as well as such vitamins and provitamins, and aromatic and 
flavoring substances which are identical in their chemical composition 


to the natural ones. 


Article 4b [added in 1958] 

It is prohibited: 

(1) to administer antibiotics to animals prior to their slaughter 
for the purpose of influencing the conservation of the meat: 

(2) to graft or inject substances with estrogenic or thyrostati: 
effect in living animals in order to influence the condition of the meat 
or the formation of meat and fat: 

(3) to ofter to the public food, to keep it in storage for sale, offer 
it for sale, sell it, or put it in circulation in some other fashion, if it 
contains technical-aid substances (technische Hilfsstoffe) in quantities 
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which can be technically avoided or which exceed the maximum toler 
ances set by regulations; technical-aid substances are substances 
which are used in connection with the obtaining, manufacture or prep 
aration of food but which are not intended for consumption ; 

(4) to offer to the public food, to keep it in storage for sale, offer 
it for sale, sell it, or put it in circulation in any other fashion if any 
insecticides, pesticides, or other substances for the protection of 
plants or storage properties, or for the prevention of sprouting of 
potatoes, the influencing of the formation or the detachment of fruits 
or of their derivative products, are present on its surface or contained 
therein in quantities exceeding the maximum tolerances set by 
regulations: 

(5) to use utensils as defined in Article 2, No. 1, of this law or 
refrigeration equipment in such a manner that foreign substances are 
transmitted from them into food or to the surface of food, except 


residues that cannot be technically avoided 


Article 4c [added in 1958] 

(1) Foods may be treated with ionizing and ultraviolet rays only 
if this is specifically permitted. With the approval of the Bundesrat 
{upper chamber of parliament], the federal minister of interior may, 
jointly with the federal minister of economy and the federal minister 
of atomic waterworks, issue regulations permitting the use of such 
treatments in general or only for specific foods or only for specifi 
purposes, provided this can be reconciled with the protection of the 
consumers 

(2) Foods which have been treated with rays must be labeled 
accordingly. The details of this labeling requirement shall be estab 
lished by regulations in accordance with Section (1) of this article 
Exemptions from this labeling requirement may be established by 
regulations, provided the treatment is unobjectionable as to method 
and dosage and further provided that the consumer cannot be de 
frauded in his justified expectations by the omission of the declaration 


on the label. 


Article 4d [added in 1958] 
With the approval of the Bundesrat, notwithstanding the provi 
sions of Article 4a, Section (1), and Article 4b, No. 1, the federal 
minister of interior is authorized to issue, jointly with the federal 


minister of nutrition, agriculture and forestry and the federal minister 
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of economy, regulations prohibiting certain methods of treatment of 
food insofar as they may render food harmful to human health. The 
authority to issue regulations referred to in the preceding sentence 
applies only to food intended for commercial distribution or for deliv 
ery to members of cooperative associations or similar organizations 


or to institutions operating community kitchens. 


Article 4e [added in 1958] 

It is prohibited: 

(1) to offer for commercial distribution or to members of co 
operative associations, or similar organizations, any food, the obtain 
ing, manufacture or preparation of which violates the provisions of 
Article 4a, Sections (1) and (3), Article 4b, Nos. 1, 2 and 5, Article 4 
Section (1), first sentence, or which violates any regulation issued 
under the authority granted by Article 4c, Section (1), second sen 
tence, or Article 4d; to keep such food in storage for sale, offer it for 
sale, sell it, or put it in circulation in any other fashion, use it com 
mercially for the manufacture of other foods, or deliver it to institu 
tions operating community kitchens; 

(2) to use permitted foreign substances | Article 4a, Section (1) } 
or permitted methods of treatment [Article 4c, Section (1)] in such 
fashion that they may disguise the spoiled condition of the food, even 
if properly indicated on the label ; 

(3) to use, in connection with the traffic of food containing per 
mitted foreign substances | Article 4a, Section (1)] or food which has 
been treated by some permitted method, any designation, getup, or 
statement, or to make any advertising claim for such food which may 


pure,” “natural,” “pure as in nature,” “in a 


imply that the food is 
natural state,” “nutritionally valuable,” “wholesome” or “unobjection 
able for use by children and convalescents.” This rule shall not apply 
to the traffic with dietetic products, where truthful designations and 
statements may be used in relation to foreign substances if the content 
of such foreign substances serves the desired and stated dieteti 
purpose ; 

(4) to commercially offer to the public foreign substances which 
may not be used under the provisions of Article 4a, Sections (1) and 
(3), and of Article 4b, for such use or for use in connection with the 
obtaining, manufacture or preparation of food in the home, to keep 
them in storage for sale, offer them for sale, sell them, or put them in 


circulation in some other fashion. 
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Article 5 

The (Reich) minister of the interior and the (Reich) minister of 
nutrition and agriculture [note: this old provision referring to “Reich 
ministers” has not been brought up to date; their duties are carried on 
by their successors in the Federal Republic of Germany] may, jointly 

(1) issue regulations for the traffic with food and articles of daily 
use for the protection of public health and the enforcement of the 
prohibitions contained in Article 3; 

(2) make the manufacture and sale of certain foods dependent 
on a special license ; 

(3) prohibit the use of objects or substances in connection with 
the obtaining, manufacture or preparation of food which is manufac 
tured, offered to the public or offered for sale, sold, or put in circula 
tion in some other fashion for such purposes, even if they are intended 
merely for the personal use of the purchaser ; 

(4) require in connection with specific foods 

(a) that they be released only in certain types of packages or 
containers or only in certain units; 

(b) that the containers or other types of packages in which the 
foods are offered or stored for sale bear a declaration of contents ; 

(c) that the containers or packages in which such foods are 
delivered, or the foods themselves, bear a declaration regarding the 
origin, date of manufacture, manufacturer or dealer, or contents; 

(5) establish definitions for individual foods and issue rules for 
the manufacture, preparation, composition, and designation of such 
foods and determine under what circumstances a food is to be con 
sidered as spoiled, imitated, or adulterated and subject to the prohibi 
tions contained in Article 4, and which designations, statements, o1 
types of getup are to be considered as fraudulent and subject to such 
prohibitions ; 

(6) issue regulations prohibiting the importation of foods which 
violate the provisions of this law or of the regulations issued thereundet 

(7) issue regulations about the testing methods for foods and 


articles of daily use required for the enforcement of this law 


Article 5a [added in 1958] 
(1) With the approval of the Bundesrat, the federal minister of 
the interior may, jointly with the federal minister of nutrition, agri 


culture and forestry and the federal minister of economy [and also the 
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minister of atomic energy and waterworks, in cases falling under 
Article 5a, No. 6, if a method of treatment referred to in Article 4c, 
[Section] (1) is involved], issue regulations to the extent that this 
is compatible with the protection of the consumer, and which: 

(1) permit the use of foreign substances in connection with 
the obtaining, manufacture, preparation, storage, or transporta 
tion of foods in general or for specific foods or for specific purposes ; 

(2) establish maximum tolerances for the content of foreign 
substances in food as well as standards for their purity ; 

(3) establish maximum tolerances for the content of technical 
aid substances (Article 4b, No. 3) which may be present as resi 
dues in the finished food at the time it is put on the market: 

(4) designate colors which may be used for the coloring, 
stamping, and printing of : 

(a) the surface of food; 
(b) the wrappings which come into direct contact with 

a food and stick to it; 

(c) the packaging materials whose color content may be 
transmitted to the food in the course of normal use: 

(5) establish maximum tolerances for the content of insecti 
cides, pesticides, and other substances for the protection of plants 
and storage properties, the prevention of sprouting of potatoes, 
the influencing of the formation or detachment of fruits, for the 
acceleration of the ripening process of fruits which may still be 
present as residues in food at the time it is put on the market: 
and, further, to exclude certain substances from use as insecti 
cides, pesticides, and for the protection of plants and storage 
properties, and for the prevention of sprouting of potatoes, the 
influencing of the formation and detachment of fruits and for the 
acceleration of the ripening process of fruits, insofar as this is 
necessary for the protection of the consumers, so as to prevent 
any food from becoming dangerous to human health; 

(6) establish exemptions from the prohibition of Article 4e, 
No. 3, for foods to which certain permitted foreign substances 
have been added or which have been treated in accordance with 
a certain permitted method [Article 4c, Section (1)]; 

(2) the content of foreign substances in foods permitted by regu 
lation in accordance with Section (1), Nos. 1 and 4 above, has to be 
declared on the label; the details of this labeling requirement shall 
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be established by regulation; such regulations may likewise establish 
rules about declaring the presence of residues of substances referred 
to in Section (1), Nos. 3 and 5 above; 

(3) exemptions from the requirement of labeling [Section (2) 
above] may be set by regulations in accordance with Section (1) in 
cases where the use of foreign substances is a commonly followed 
practice and where the consumer cannot be defrauded regarding his 


justified expectations by the omission of the declaration 


Article 5b [added in 1958] 

(1) The prohibitions under Article 4, Nos. 2 and 3, Articles 4a 
4b, 4c, Section (1), and Article 4e, Nos. 1, 3 and 4, as well as the 
regulations issued under Articles 4c, 4d, 5, Nos. 2 through 7, and 
\rticle 5a do not apply to foods and articles of daily use which are 
intended for export to territories outside the jurisdiction of this law 
They are subject only to the legal requirements of the country of 
destination. 

(2) Foods or articles of daily use which were manufactured for 
the purpose mentioned in Section (1), first sentence, and are in viola 
tion of the provisions listed therein, must be kept apart from the items 
intended for use in the home territory and must be labeled accordingiy 
The manufacturer shall report them immediately to the authority 
designated by the state government. If the manufacturer is not also 
the exporter, then the exporter is likewise obligated to file such a 
report. The report must indicate the type and quantity of foods or 
articles of daily use. The state governments or the authorities desig 
nated by them shall keep the federal minister of the interior currently 


informed about the reports received. 


Article 5c [added in 1958] 


(1) If the supply to the population of essential foods or articles 
of daily use would otherwise be seriously impaired, the federal min 
ister of the interior may, jointly with the federal minister of nutrition, 
agriculture and forestry and the federal minister of economy, issue 
regulations which do not require approval of the Bundesrat, establish 
ing exemptions generally from the prohibitions contained in Article 4 
Nos. 2 and 3, Articles 4a, 4b, 4c, Section (1), and Article 4e, Nos. 1 
3, and 4, and from the requirements laid down by regulations issued 
under Articles 4c, 4d, Article 5, Nos. 2 through 7, and Article 5a, Se« 


tion (1), Nos. 2, 3 and 5, and Section (2). As to articles covered by 





PAGE 444 FOOD DRUG COSMETIC LAW JOURNAL—JULY, 1959 


Article 4c, there must also be cooperation with the federal minister 
of atomic energy and waterworks. 
(2) Regulations issued under Section (1) may be issued only for 
limited periods. 
Article 5d [added in 1958] 


Prior to the promulgation of regulations under Articles 4c, 4d, 5, 
5a, and 5c, the subject matter is to be referred for advice to a group 
of specially selected experts representing the sciences, the consumers, 
and the affected branches of industry. 


Article 6 

(1) Government officials and experts who are entrusted with the 
supervision of the traffic with foods and articles of daily use, and in the 
case of acute danger also all police officers, are authorized to enter all 
premises in which: 

(1) foods are commercially obtained, manufactured, prepared, 
measured, weighed, packaged, stored, offered for sale, sold, or mad. 
available to members of cooperative associations and similar organiza 
tions or to participants in community kitchens; 

(2) articles of daily use are kept in storage for sale or are offered 
for sale: 

and they are also authorized to enter the respective business premises, to 
inspect all such premises, to request and take, against receipt, samples for 
the purpose of examination ; they are likewise authorized to inspect business 
papers, shipping documents, and books, with the exception of papers 
describing manufacturing processes, to the extent necessary for the 
examination of the proper treatment, composition, and labeling of foods 
and articles of daily use, their origin and distribution; and, to the extent 
that such inspection or the result of such examination makes that necessary; 
a portion of the sample must be officially closed, sealed, and left with the 
person concerned, who is to receive adequate compensation for the 
sam ple taken. 

(2) To the extent that certain objects are used primarily for pur- 
poses other than human consumption, the authority referred to in 
Section (1), No. 1, is limited to that portion of the premises where 
these objects are stored for sale as foods or are offered for sale as such. 

(3) Authority to inspect extends also to all equipment and uten- 
sils to transport foods and authority to take samples extends also to 
foods and articles of daily use which are offered for sale in public 
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places, especially in markets, squares, streets, or by ambulant sales- 
men, or which are in transit to the consumer. 

(4) The experts referred to in Section (1) may include technical 
advisors appointed by associations of trade, agriculture, industry, 
commerce, and the crafts for supervision of their respective businesses 


Article 7 

The police authorities may authorize their experts to take imme 
diate measures for the protection of food against pollution or disease 
carriers or to seize objectionable foods on a temporary basis. The 
respective owner of the merchandise or his agent, as well as the 
police authority, are to be informed immediately of the measures 
taken by formal protocol or by written notice. Such notice of seizure 
may also be given verbally to the owner of the seized object or to 
his agent. The police authority must either immediately confirm the 
measures taken, by a police order, or revoke such measures. 


Article 8 

Owners of premises, equipment, or utensils described in Article 6, 
and also managers and superintendents of factories or businesses, who 
have been appointed by such owners, as well as dealers who keep 
foods or articles of daily use in storage for sale, offer same for sale, 
or sell same in public places, especially in markets, squares, streets, o1 
as ambulant vendors, are obligated to assist the officials and experts 
in carrying out the duties described in Article 6 and, in particular, 
upon request to identify the premises, open locked containers, hand 
over requested samples, assist in the taking of samples, and make 
available to them, against adequate compensation, containers or pack 
aging material, insofar as same may be on the premises, for the 


packaging of such samples. 


Article 9 


(1) Notwithstanding the duty to make full reports and to file 
charges for violations of law, police officials and experts appointed by 
the proper authority are obligated, even after they are no longer in 
office, to remain discreet regarding the facts and information which 
they gather while carrying out the duties described in Article 6 and 
to refrain from revealing or utilizing any business or manufacturing 
secrets. 

(2) The experts are to be put under oath in respect to the require 


ments above specified. 
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Article 10 
(1) The extent of the jurisdiction of authorities and officials con- 
cerned with the measures described in Article 6 is determined by 
state law. 
(2) Any provisions laid down by state law which may give the 
authorities greater powers than those listed in Article 6, shall remain 
in full force and effect. 


(3) The state governments shall be in charge of enforcing the law. 


Article 11 

(1) Willful violation of any prohibition contained in Articles 3, 4, 
fa, Sections (1) and (3), Article 4b, Article 4c, Section (1), first sentence, 
Article 4e, or Article 21, Section (1), shall be punishable by imprisonment 
and/or fine. The same penalties shall apply in case of violation of any 
regulation issued under Article 4c, Section (1), second sentence, and Sec- 
tion (2), second and third sentences, Article 4d, Article 5, Nos. 1, 2, 3 
and 6, Article 5a, or Article 21, Sections (2) and (3), No. 2 In the 
case of any regulation issued subsequent to the effective date of this law, 
the aforesaid penalties shall apply only if so specified in such regulation 

(2) The attempt to commit any such violation is punishable. 


(3) If the violation has been committed with full knowledge and 
has been motivated by ruthless and extreme selfishness or if the viola 
tion is particularly serious for some other reason, then the limit of the 
penalty may be raised to ten years at forced labor. In addition to 
forced labor, a fine may be imposed. 

(4) In addition to imprisonment, the court may deprive the vio 
lator of his civil rights, and he may be placed under probation upon 
release. 

(5) If a violation covered by Section (1) has been committed through 


negligence, then the penalty shall be a fine and/or imprisonment 


Article 12 
(1) Willful violation of any provision contained in Article 5, 
No. 4, shall be punishable by imprisonment up to six months and/or 
a fine. 
(2) A violation committed through negligence shall be punishable 
by a fine up to DM150 or by custody [“‘custody” denotes a less severe 


form of imprisonment]. 
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Article 13 

(1) In case of violation of Article 11, the court may, in addition 
to imposing a penalty, order forfeiture or destruction of the objects 
involved in the violation, even though such objects may not belong 
to the person convicted. This applies also to violations falling under 
Article 12. 

(2) If no particular person can be prosecuted and convicted, for 
feiture or destruction of the objects may be ordered independently 


provided all other prerequisites have been fulfilled. 


Article 14 

(1) Should it be determined, in cases of violation under Articles 
11 and 12, that the person involved lacks the necessary sense of 
responsibility, the court may in its sentence enjoin such person fully 
or partially from management of such a business, or may limit his 
authority by imposing certain conditions insofar as his activity is 
concerned with the manufacture and distribution of food and articles 
of daily use. The court may issue a temporary injunction by simplk 
order. 

(2) Three months after entry of final judgment, the administra 
tive authority having jurisdiction may cancel an injunction issued 
under Section (1), first sentence. 

(3) Violation of the injunction shall be punishable by imprison 
ment and fine 

Article 15 

(1) In case of violation of Articles 11 and 12, the court may, is 
addition to imposing the penalties, order publication of the sentence 
at the expense of the guilty party. In case of acquittal, the court may, 
upon request of the acquitted, order publication of such acquittal at 
the expense of the government or, in certain instances covered by 
\rticle 469 of the Code of Criminal Procedure, at the cost of the 
person who filed the complaint. 

(2) The order of the court shall set forth the details of publi 


( 
i 


cation, which may also be made by posting notice outside or insix 


the business premises of the convicted or acquitted person 


Article 16 
Violation of the duties imposed by Article 5b, Section (2) first four 
sentences or by Article 8 is punishable by a fine up to DM150 or by 


custody. 
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Article 17 
(1) Violation of the duties imposed by Article 9, Section (1) is 
punishable by imprisonment up to one year or by fine. 
(2) Prosecution shall be instituted only upon complaint of an 


injured party who, likewise, may withdraw such complaint. 


Article 18 
In case of a criminal conviction resulting from a prosecution, follow 
ing official testing by authorities of foods or articles of daily use, the con 
victed person shall bear the expense of taking and testing of samples, o| 
inspection of his premises, and of the work done by the experts, to the 
extent that such expenses have arisen as the result of the act which has 
been the subject matter of his conviction. Such expenses are to be com 


puted and collected simultaneously with court costs. 


Article 19 


Abrogated by 1958 law. 


Article 20 
The [Reich] minister of the interior shall issue regulations and 
administrative orders to carry out or supplement this law and, in cases 
covered by Article 5, he shall do so jointly with the [Reich] minister 
of nutrition and agriculture [this old provision referring to “Reich 
ministers” has not been brought up to date; their duties are carried on 


by their successors in the Federal Republic of Germany | 


Article 20a [added in 1958] 

(1) Exemptions from the prohibitions contained in Article 4, 
Nos. 2 and 3, Articles 4a, 4b, 4c, Section (1), Article 4e, Nos. 1 and 4, 
and in regulations issued under Articles 4c, 4d, 5, Nos. 2 through 7, 5a, 
Section (1), Nos. 1, 2, 3 and 5, and Section (2) may be made in 
individual cases in accordance with Sections (2) and (3) hereunder 

(2) Exemptions may be granted only: 

(1) for experiments conducted under official supervision ; 

(2) for the manufacture and issue of certain foods, as well 
as experiments connected therewith, for the special dietary re 
quirements of members of : 

(a) the armed forces of the Federal Republic of Germany 


and of allied powers ; 
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(b) the federal border guard ; 
(c) the police, auxiliary, and emergency services 
(3) In cases falling under Section (2), No. 1, no exemptions may 


be granted with respect to legal labeling requirements. 


Article 20b [added in 1958] 

(1) The federal minister of the interior, jointly with the federal 
minister for nutrition, agriculture and forestry and the federal minister 
of economy, has jurisdiction to grant exemptions in accordance with 
Article 20a, Section (2), No. 1, No. 2(b). In cases falling under 
\rticle 4c, there must also be cooperation with the federal minister 
of atomic energy and waterworks. In cases falling under Article 20a, 
Section (2), No. 2(a), the federal minister of the interior shall co 
operate with the federal minister of defense. In cases falling under 
Article 20a, Section (2), No. 2(c), jurisdiction les with the authorities 
designated by the state governments 

(2) The granting of an exemption must be limited to two years 
It may be extended one year at a time, provided its continued existence 
is essential. In the order granting the exemption, the government 


shall reserve its right to revoke the exemption for an important reason 


Article 21 [added in 1958] 


(1) Foods and articles of daily use, within the meaning of 
\rticle 2, No. 1, which do not comply with the food law and food reg 
ulations of the Federal Republic of Germany, may not be imported 


into its territory except under customs bond. Notwithstanding special 


] ‘ 
ga 


egal provisions requiring that certain foods or articles of daily use 
shall be examined for fitness at the time they are imported into the 
1] 
it 


territory of the Federal Republic of Germany, this prohibition sha 


not prevent clearance of the merchandise by the customs authorities 


(2) With the approval of the Bundesrat, the federal minister of 
the interior is authorized, jointly with the federal minister of nutrition, 
agriculture and forestry and the federal minister of economy and 
finances, to issue regulations for the enforcement of the provisions 
contained in Section (1), first sentence, requiring that foods and 
articles of daily use, within the meaning of Article 2, No. 1, which are 
imported into the territory subject to this law, except those under 
customs bond, are to be registered by the importer with the proper 


authority at the time of importation. 
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(3) The provisions of Article 3 notwithstanding, Section (1), first 
sentence, shall not apply to: 

(1) the transit and temporary storage of merchandise under 
customs bond; 

(2) the importation of merchandise for the purpose of im 
provement and re-exportation in compliance with the procedure 
established by the customs law; the registration of such merchan- 
dise in accordance with Section (2) may be required by regula 
tion; it is subject to the requirements of Article 5b, Section (2), 
first sentence ; 

(3) the importation of merchandise by a traveler for his own 
consumption or use within the limits of border traffic ; 

(4) foods carried in transit exclusively for the use of travelers 
using those means of transportation ; 

(5) gift packages intended for the personal consumption or 
use of the recipient or for use within his installations, as well as 
any other shipments intended for his personal consumption or use ; 

(6) samples of merchandise and personal belongings of per 
sons moving to another place of residence ; 

(7) goods which are intended for delivery to diplomatic or 
consular agencies. 

(4) The regulations to be issued under this law must subject foods 
and articles of daily use imported from abroad to the same require 


ments as local goods of the same character. 


Article 22 

\fter the effective date of the regulations issued under Article 5. 
the [Reich] Minister of the Interior may abrogate the provisions of 
the April 8, 1922 law relating to the brandy monopoly, the July 9, 1923 
law relating to the taxation of beer, and the July 5, 1887 law on the 
use of harmful colors in the manufacture of foods. Genussmitte/ | prod 
ucts which have no nutritional value (such as coffee, tea, tobacco. ete.) 
and are used only for the pleasure (Genuss) they afford the consumer], 
and articles of daily use; insofar as these laws are to be replaced by 


the above-mentioned regulations. 


CORY 








Inter-American Bar Association Meeting— 


The Importance of Uniform Legislation 
For The American Nations 


In The Field Of Food Products 


By JORGE E. O'FARRELL 


Dr. O'Farrell, of Buenos Aires, Argentina, Was a Speaker at the First 
Meeting of the Section on Food, Drug and Cosmetic Law of the Inter- 
American Bar Association, Which Took Place on April 14, 1959, in Miami 


HE PROBLEM OF FOOD LAW on an international level has 

various aspects: 

The first concerns international agencies, scientists, associations, 
and centers of research, whatever their motivation, dedicated to scien 
tific investigation and the welfare of the peoples; these constitute the 
most powerful source of technological progress in this field—a very 
effective medium for collecting and distributing valuable technical 
information concerning many of the problems having to do with 
nutrition. As the food industry grew, so did the legal problems con 
cerning it In the technical progress evolved by those institutions 
may be found the empirical origin of food law. They are also entitled 
to the gratitude of all because of their contribution to the cause of 


humanity 


The second is that of national governments, whose mission it is, 
among other things, to promote the welfare of the inhabitants of the 
country in matters concerning food and who rely, in this respect, on 
the efforts and contributions of their own officials, scientists, jurists 
and technical bodies and on the information which is received from 
foreign governments, associations and international organizations 
especially in the technical field, which, as in the case of knowledge, 
does not recognize frontiers or sovereignties. The problem in this 


quarter is that of enacting adequate food laws. 


The third aspect is that of producers and manufacturers who con 


stantly demand that the way toward plentiful and economical pro 
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duction of foods be not interfered with by a great deal of unnecessary 
legal prohibition and red tape. 


The fourth is concerned with consumers who, like the manufac- 
turers, also desire plentiful and cheap food but who have to be pro- 
tected from the unscrupulous practices of certain manufacturers, and 
very specially against such practices as may affect the health of the 
consumers. Not infrequently, they also have to be protected from 
the action of the authorities who under certain conditions may 
erroneously make it impossible for better and more modern foods 
to be made available, through prolonged application of obsolete legis 


lation or concepts. 


The fifth concerns bureaucrats appointed by the governments to 
attend to the proper enactment and/or enforcement of regulations 
concerning food. These officials sometimes tend to get out of hand 
and to consider that the multiplication of red tape is a sure means of 
safeguarding the interests of the consumers, which is definitely not 
the case. 

The above outline of the situation, in general, reveals that the 
various forces, tendencies or interests at play can easily become, to a 
great extent, antagonistic. 

The conciliation of these antagonistic forces cannot be best 
achieved by the technicians, the chemists or the scientists. It must 
be achieved, primarily, by the authorities, who must be guided by 


plans and policies which no one can better draw up than well-trained 


jurists. 


It has to be admitted, however, that in general (with exceptions, 
such as Mr. Charles Wesley Dunn, Dr. Julius G. Zimmerman, and a 
few others who have pioneered in work in this field) jurists have not 
taken a predominantly active interest in the drafting of these laws 
This is basically due to the highly technical nature of the subject 
matter of this legislation and the empirical manner in which, for a 
long time, it has evolved. Our section of the Inter-American Bar 
Association has been conceived, among other things, with a view to 
channeling legal studies on an inter-American basis in this field of 
law; it is hoped that during the next few years the studies and recom 
mendations of our association in the field of food law will have a 
widespread and beneficial effect in the promotion of progressive food 


legislation in our countries, which will include the technological 
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progress which scientists from all over the world may achieve, as well 
as legal devices intended to harness together the various interests 
involved and convert them into a powerful force tending to promote 
the welfare of the inhabitants of the represented nations. 


Aiming for Uniform Legislation 


The question is now to determine whether or not it is beneficial 
to have uniform legislation on foodstuffs in our countries and whether, 
if it is found to be beneficial, it is feasible to establish uniform legis 
lation such as already exists, for instance, in the field of narcotics. 


In respect of foodstuffs, there is no existing body of uniform rules 
applying to their production and sale on an international scale. The 
necessity of such legislation was originally considered by the First 
[International Congress of Chemistry, held in Brussels in 1894, in which 
the desirability of a Codex Alimentarius Europaecus “to eliminate from 
international trade harmful, damaged, and falsified foodstuffs or those 
of little nutritive value or sold under false names” was mentioned 
Reference to the necessity for such a code was also made in the 
chemistry congresses of Paris (1896), Vienna (1898), Paris (1900), 
Berlin (1903) and Rome (1906), but to date such a code has not 


been issued. 


In September, 1908, the first international congress for the repres 
sion of fraud in the pharmaceutical and the food industry took place 
in Geneva. It was followed in a similar congress in Paris in 1909 
We could also mention the six Latin-American Congresses of chem 
istry held in 1924, 1930, 1937, 1948, 1951 and 1955, in Buenos Aires 
Montevideo, Rio de Janeiro, Santiago de Chile, Lima and Caracas 
respectively, in all of which the desirability of having a uniform Latin 
American food code was accepted and approved to the point that a 
draft of such a code was completed for submission to the Mexico 
Congress held last March. As previously mentioned, all the efforts 
made in these congresses did not have the benefit of the assistance of 


jurists; it is time that our profession enter an appearance in this field 


The matter is, however, not an easy one. In the first place, the 
constitutional aspects vary within each country. Whereas most Latin 
American countries follow the unitary system of government, there 
are four federal republics, to wit, Argentina, Brazil, Mexico and 
Venezuela. Many of these countries have municipal systems, so that 








PAGE 454 FOOD DRUG COSMETIC LAW JOURNAL—JULY, 1959 


in respect of food products the manufacturers have to deal with the 
three kinds of authorities throughout the country; if they desire to 
do business on a nation-wide basis, these must be multiplied by the 
number of provinces and municipalities. This implies great costs and 
delays, an endless amount of red tape, considerable uncertainty, and 
different solutions within one country. One can well imagine what 


this can do to international trade! 


The position also varies in that in some countries a prior approval 
and registration of each food product is required, whereas in others 
it is not. Likewise, certain countries require that labels be previously 
approved and others do not. Finally, the situation also varies in 
respect of the competent authorities who intervene in the approval 
of foodstuffs and/or repression of violations of the food laws; the 
procedures of defense of the alleged infringer also vary, as in some 
cases they may be exercised solely before administrative authorities, 
in other cases on a contentious-administrative basis and in still other 
cases before the courts. For these reasons, it would be premature to 
attempt to canalize provisions concerning all of these aspects and 
the various other aspects that might arise into an international code. 
The ideal of complete unity and uniformity of the various national 
laws is something that should be aimed at constantly by our Section 
in the next years, but it would be impossible at this time to attempt 
to go toward uniformity beyond its preliminary stages, which could 
consist in the setting forth of the various standards, denominations and 
descriptions of the foodstuffs and of the composition thereof and of 
uniform provisions as to labeling and procedures of approval of food 


products. 
Objectives to Be Fulfilled 


Through the adoption by various countries of an international 
body of legislation containing the said material, the following objects 
would be fulfilled, at least in their respective jurisdictions: 

(1) All doubts as to the correct names of foodstuffs would be 
eliminated internationally. 

(2) Food products could be properly labeled and identified by 
their correct names, and labels would be uniform, excepting perhaps 
for the differences in language. 

(3) Arbitrariness on the part of the officials would be curtailed, 


in that rejections of applications for approval of foodstuffs whenever 
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required could be based only on noncompliance with the provisions 


of the code. 


(4) International trade would be facilitated, as the various food 
stuffs would tend to compete with each other on an equal basis of 
ingredients and of quality, and markets would be opened to products 
manufactured under the sanitary and hygienic conditions required 
by the code. 

(5) The question of food additives would be to a great extent 
eliminated, as the code would indicate what additives are acceptable 
and in what quantities. 


(6) Food manufacturers in the various countries would have 
available in the code a valuable body of technical information which 
would enable them to improve their methods of manufacture and the 
quality of their products. 


Choice of Systems for Approval of Foodstuffs 
to Be Included in Code 


It could perhaps be possible at this time to promote the adoption 
throughout the Latin-American countries of a uniform system for 
approval of foodstuffs to be included in the code. In this respect, as 
has already been explained by Dr. Julius G. Zimmerman in his article 
“International Aspects of Food and Drug Legislation,” there are 
various systems. It has come to my knowledge that in the draft of 
the food code presented by the committee headed by Dr. Carlos A 
Grau, of Argentina, to the Seventh Latin-American Congress of 
Chemistry, held in Mexico City last month, the proposed system is 
that no foodstuffs may be sold without first having been approved by 
the sanitary authorities, but that any foodstuff must be approved if it 
does not fall within any of the specific prohibitions contained in the 
code. This system which seems to be more generally accepted in 
Latin America, is a combination of the North American and European 
systems. The first one is very liberal in that no prior permit is 
required, it being also based on the principle that everything which is 
not prohibited is permitted. The second one is more strict; it requires 
a prior permit and is based on the principle that everything which is 
not permitted is prohibited. It seems to the writer that the negative 
characteristic of the European system is a deterrent to the constant 
progress of technology in food matters in that there is a lag of time 
before the regulations are brought up to date with scientific advances 
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indicating that the manufacture of foodstuffs previously unknown or 
erroneously believed to be harmful should be allowed. On the other 
hand, while the system of prior permits implies a certain amount of 
delay at the outset for the manufacturer, it constitutes a guarantee for 
him that once he has made substantial investment in his industry, 
he will not be prevented from continuing manufacture, through action 
of the sanitary authorities. For these reasons | advocate that the 
system of the Grau draft of the Latin-American Food Code be spon 
sored by this association, as another point on which uniformity should 
be sought and obtained, with the proviso that if some other basis of 
uniformity were found to be more acceptable in this respect, such 
other basis should be adopted, in that uniformity of principle is more 
important from a practical point of view than the system selected for 
such purpose, since such a system can always be improved or amended, 


as experience may make it advisable. 


In conclusion I would say : 


(1) It is imperative that the jurists of the Americas continue to 
take an increasingly active interest and participation in the study and 
the drafting of laws concerning foods. 

(2) The Food, Drug and Cosmetic Section of the Inter-American 
Bar Association should request its subcommittees in each country, 
composed of lawyers specializing in this law, to establish contact with 
the authorities and with the local associations of chemists, biologists 
and other professions, with a view to co-ordinating a joint action 
toward the improvement of existing legislation and the adoption of 
uniform codes on food law, which should include as many points of 
uniformity as possible, and at least uniform provisions as to standards, 
definitions, composition and labeling of foodstuffs and as to the 
method of registering them for the manufacture and sale thereof, on 


an international basis. 


(3) Such local subcommittees should at all times report progress 
made to the authorities of the section itself, who would be set up as 
a permanent committee in charge of policy and of co-ordinating the 
action of its various subcommittees and to keep in touch with the 
authorities of the Inter-American Bar Association at all times. 


(4) The permanent committee should continue to take action in 
accordance with the charter of this section and should, jointly with 


the authorities of the Inter-American Bar Association. recommend to 








INTER-AMERICAN BAR ASSOCIATION PAGE 457 


the various governments the adoption of any ideal body of legislation 


it may draft or it may sponsor if drafted by others 


(5) The permanent committee should endeavor through the 
authorities of the Inter-American Bar Association to promote in due 
course diplomatic action conducive to the adoption by treaty of such 
minimum ideal food legislation as may be drafted, which would con 
stitute a positive step toward the desired uniformity on the basic 
points above outlined. Finally, I would submit to the section, the 


following draft: 


RECOMMENDATION 


The Inter-American Bar Association, after careful consideration of this subject, 
recommends to all Latin American countries as a decisive progress, that the 
adoption of a uniform Code of rules applying to standards, definitions and 
labeling of foodstuffs and to the method and principles of registration and 


approval of foodstuffs, would be a positive step towards the welfare of their 


[The End] 


peoples and the progress of their food industries 


¢ RECENT FOOD-ADDITIVES PETITIONS ¢ 


The following are among recent pending food-additives petitions 


Preparation containing procaine penicillin, neomycin, polymyxin, hyd 
cortisone acetate and hydrocortisone sodium succinate—petition to establis! 
a zero tolerance for a preparation containing procaine penicillin, neomycii 
, 


polymyxin, hydrocortisone acetate and hydrocortisone sodium succit 
in milk from dairy cows to which this preparation has been administered 


either in oil or as an ointment, by the intramammary route for the 
treatment of mastitis; filed by The Upjohn Company, Kalama 
Michigan. (24 Federal Register 5243.) 

Benzsathine penicillin |’—petition for zero tolerance for benzathine 
penicillin V for aqueous injection in milk from dairy cows to whic] 
this drug has been administered by intramuscular injection for the 


treatment of mastitis; filed by Wyeth Laboratories, Philadelphia, Pent 
sylvania. (24 Federal Register 5224.) 


Calcium disodium ethylene diamine tetraacetic acid—petition for tol 
ances for calcium disodium ethylene diamine tetraacetic acid (calciun 
disodium (ethylenedinitrilo) tetraacetic acid) when added to chelat 
undesirable trace minerals in the following foods: 100 parts per milliot 
(0.01 per cent) in shortenings, peanut butter, toppings, sandwich spreads 
and in processed fruits and vegetables, processed fruit and vegetab! 
juices, and dressings other than those for which standards of identity 
have been established; 25 parts per million (0.0025 per cent) in malt 
beverage (beer); filed by The Dow Chemical Company, Midland 
Michigan. (24 Federal Register 5224.) 

Published in CCH Foop Druc Cosmetic LAw Reports. No. 246. ] 
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Inter-American Bar Association Meeting— 


Necessity of Promoting Specialized 


in the Professional Organizations 





T THE TENTH CONFERENCE of the Inter-American Bar 

Association held in Buenos Aires in November, 1957, Charles 
Wesley Dunn and Julius G. Zimmerman, distinguished members of 
the New York State Bar Association, delivered two papers which 
were to determine the creation, within Committee IX, of a permanent 
section for the study of the food, drug and cosmetic law.* 

By constituting this new section within the Inter-American Bar 
Association, the specialized study of the food, drug and cosmetic law, 
which for some years now has taken place in the United States, 
became a matter of inter-American interest. As a matter of fact, in 
North America there is an ever-increasing interest in the specialized 
study of this field of law not only within the government agencies 
responsible for public health, but also within the bar association and 


within the law schools themselves. 


Content of Food, Drug and Cosmetic Law 

The United States Federal Food, Drug, and Cosmetic Act, ratified 
on June 25, 1938, has been, undoubtedly, the starting point of this 
specialization and of the basic and fundamental law on this subject 
matter. Nevertheless, it must be pointed out that the provisions and 
problems connected with its enforcement, interpretation, modification, 
etc., are not the only characteristics of the food, drug and cosmetic 
law. Within this specialization there is included the study of an infinite 
number of complementary federal and state laws which, in direct form 
or indirect form, affect the manufacture, marketing, importation 
and exportation of all kinds of food, drugs and cosmetics. The United 





* Dunn, Charles Wesley, ‘‘The Food and merman, Julius G., ‘‘Legal Research 
Drug Law’ (a summary of United States Problems in Latin-American Food and 
Law and a recommendation on Latin- Drug Law,."’ 12 Food Drug Cosmetic Lau 
American Law), 12 Food Drug Cosmetic Journal 683 (November, 1957). 


Law Journal 663 (November, 1957): Zim- 
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Studies of the Food, Drug and Cosmetic Law 


nd Study Centers of Latin America 
By ENRIQUE E. BLEDEL 








Addressing the New Food-Drug-Cosmetic Law Section at the Inter-Ameri- 
can Bar Association's Ninth Conference, in Miami in April, This Member 
of the Bar Association of Buenos Aires Praised What Has Been Attained 
Educationwise, Along Pertinent Lines, by Lawyers in the United States 


States federal Act defines, in Chapter II, the meaning of the words 
“food,” “drug” and “cosmetic.” I set forth below the corresponding 
definitions, because they facilitate my discussion of the exact char 
acteristics of this segment of law: 


The term “food” means (1) articles used for food or drink for man or othe: 
animals, (2) chewing gum, and (3) articles used for components of any such 
articles 


The term “drug” means (1) articles recognized in the official United 
States Pharmacopoeia, official Homoeopathic Pharmacopoeia of the United 
States, or official National Formulary, or any supplement to any of them; and 
(2) articles intended for use in the diagnosis, cure, mitigation, treatment, or 
prevention of disease in man or other animals; and (3) articles (other than 
food) intended to affect the structure or any function of the body of man o1 
other animals; and (4) articles intended for use as a component of any articles 
specified in clause (1), (2), or (3); but does not include devices or their com 
ponents, parts, or accessories. [As can be gathered from the foregoing, th 
word “drug” does not only mean narcotic drugs, but is also broadly defined 
as “medicament.” | 


The term “cosmetic” means (1) articles intended to be rubbed, poured 
sprinkled, or sprayed on, introduced into, or otherwise applied to the human 
body or any part thereof for cleansing, beautifying, promoting attractiveness 
or altering the appearance, and (2) articles intended for use as a component 
of any such article; except that such term shall not include soap 

The foregoing definitions summarize the fundamental character 
istic traits of the food, drug and cosmetic law, the subject of our 
interest. In brief, we can say that it comprises a set of rules which 
regulate nutrition and health protection of man and animals and 


cleanliness and improvement in appearance in man 
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At the beginning, there were state regulations; United States 
legislation on the subject was scattered over various federal laws 
on food and drug, but it specifically referred to the import regulations 
of such products. Later, in view of the growing interstate trade in 
food, drugs and cosmetics, the necessity of federal legislation in this 
area became evident because the states found themselves limited in 
their power to regulate interstate trade. Also, the manufacturers 
found it difficult to comply with the legal labeling requirements, 
which differed from one state to the other. As a consequence, in 1906, 
the Federal Food, Drug, and Cosmetic Act was promulgated, fixing 
general provisions to regulate the interstate trade in these products 
and submitting the problems related to their manufacture and local 
sale to the legal state regulations. On the basis of a project drafted 
by the federal institutions responsible for the enforcement and ob 
servance of the 1906 law, a new project was presented to the Congress 
in the year 1933, with the inclusion in its text of rules connected 
with the manufacture and sale of cosmetics. All the legal provisions 
promulgated by the federal government as well as by state legisla- 
tures were police regulations to be carried out in their respective 
jurisdictions. Most of the provisions on this subject are within the 
field of public law. Apart from the basic legislation on food, drugs 
and cosmetics, certain rules of common law play an important role, 
sucii as those applicable in the case of civil responsibility. This 
duality of legal texts and the variety of laws, decrees, resolutions, etc 
which in a direct or indirect form constitute its contents, make it 
difficult to include it within one of the great law classifications. In 
countries where the sanitary law has been accepted, as an autonomous 
and independent segment of law, with its peculiar characteristics 
and personality, the legislation on food, drugs and cosmetics consti 


tutes one of its most important chapters. 


Definition 


It is difficult, if not impossible, to formulate perfect definitions, 
or at least clear ones, with regard to a specialization which like the 
one we are interested in—has not reached proper development and 
publicity in the international field so far. In spite of the above, we 
shall try to establish a definition which would serve, at least, as a 
precedent and starting point for those who take up the study of this 


particular law. 
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The legislation on food, drugs and cosmetics, an important chapter 
of the sanitary law, contains mainly a set of public law rules to 
regulate the manufacture, marketing, importation and exportation of 
all kinds of food, drugs and cosmetics, for the purpose of protecting 


the health of man and animals. 


Importance of Food, Drug and Cosmetic Law 


Those who have had a chance—be it due to their professional 
duties or a public post—to deal with this field of law are aware of 
the importance of this subject and would not hesitate to support an, 
motion conducive to the promotion of specialized studies on the subject. 


The launching of a food product, of a drug or medicament or 
cosmetic, requires generally the fulfillment of a series of legal for 
malities which, in no few countries, take one year in administrative 
procedure. Of course, this situation becomes still worse as far as 
foreign manufacturers are concerned. Once a study of the market 
has been made and a decision taken on the legal structure of the 
business, the manufacturer must register its trade-mark; patent 
the manufacturing procedures or technical appliances used, as far 
as it 1s possible; study the custom regulations for the purpose of 
importing raw materials; and obtain the approval of the product, 
the container, the labeling, the advertising means and the authoriza 
tion to use the premises, etc. Many times such approvals must be 
obtained from national, provincial or municipal authorities of the 
localities where the product is to be manufactured or sold. At each 
stage of the procedure the most diverse and confusing problems of 
legal interpretation imaginable present themselves. The progress 
of science and industrial technique in the manufacture of food prod 
ucts, drugs and cosmetics has revolutionized and surpassed many 
principles contained in the legislation of American states. In view 
of the fact that the actualization and adaptation of legal regulations 
to the new reality is done many times a posteriori of the technological 
progress, it is often the case that noble products of interest to the 
welfare of the population are hindered or at least delayed in entering 


a market, due to legal provisions, many times outdated. 


Codification 
This matter is a difficult subject to codify in legal bodies which 
I would call static. The codes, compilations or digests issued must 


take under consideration procedures of amendment sufficiently timely 
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and flexible as to secure the constant actualization of its regulations. 
In this respect it is worth mentioning the case of the National Food 
Code of the Argentine Republic the provisions of which can be 
amended, replaced or extended by a permanent committee of amend- 
ments, formed by public officials versed in food legislation. Experi- 
ence has shown that in this matter it is convenient and advisable 
that the almost legislative faculty of amendment and actualization 
of the legal regulations in force be delegated to the administrative 
power, limiting, of course, in precise terms the right of the state 
institutions to impose restrictions which affect the liberty of the 


individuals. 


On no account is it acceptable that noble and high-quality prod 
ucts put on the market by serious and respectible industries be hin- 
dered by legal formalities—many times outdated—when the sale 1s 
permitted of others which, due to the unhygienic conditions under 
which they are manufactured and put on sale to the consuming public, 
are in violation of the most elemental principles of health protection 
of the consumers and on the fringe of commercial disloyalty. 


The legal provisions on the subject are dispersed over an infinite 
number of national and provincial laws, decrees, ministerial resolu- 
tions, municipal ordinances, sanitary-authorities regulations, etc. Not 
all the American countries have a codification or even a consolidation 
of legal material. Some of them have had, for some years now, 
sanitary codes, among which there are those of Costa Rica (1943) ; 
Chile (1925, modified in 1931); Ecuador (1944); Guatemala (1937) ; 
Honduras (1926); Panama (1947); Dominican Republic (1938) ; ete. 
Other countries have adopted bromatological codes, pharmacopoeias, 
etc. In brief, the idea of codifying or consolidating food, drug and 
cosmetic legislation is not new. Apart from the state of disorder 
of the legislation in some of the American countries, it has been 
pointed out that the lack of adequate publicity and diffusion of the 
regulations which, from time to time, are issued by the sanitary 
authorities creates a serious problem to those responsible producers 
eager to comply with all the legal requirements of the market in 
which they are to operate. Others, on the contrary, have expressed 
themselves in the most optimistic terms as far as the obtention of 
legal information is concerned. In my opinion, the knowledge of 
health regulations is, many times, difficult but not impossible. Un- 
doubtedly, it is necessary to have an organization which would be 
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constantly on the lookout for any new regulations approved on the 
subject. In that respect, I am certain that the recently organized 
subsections in the different Latin-American countries will give their 
valuable cooperation to this task and, particularly, in making known 
old legal texts, of which, often, the only copy available is in posses 
sion of the authority responsible for its enforcement. With respect 
to the regulations issued presently and for the future, I do not see 
any difficulty, because their publication in the official gazettes of 


the governments will make the compilation easy. 


My personal experience tells me that the greatest difficulty lies 
in the fact that the various regulations are issued, taking under con 
sideration only the most immediate necessities, according to the way 
they come along and in compliance with scientific criteria and 
orientations or methods of the intervening official or officials, with 
out complying with a uniform health policy. Therefore, the biggest 
obstacle will be the lack of uniformity and harmony with respect 
to the legislation on food, drugs and cosmetics, as much in the national 


as in the provincial law. 


In the matter of health regulations, it is impossible to outline 
in a country a policy or program of action conditioned to or limited 
by political boundaries and divisions. In spite of its’ being an indis 
putable truth, we can see every day how, in some countries, real 
sanitary barriers are being erected, hindering not only a nation-wide 
over-all plan on food, drug and cosmetic legislation, but also the free 
circulation and marketing of products and merchandise of accepted 


value for the health of the American peoples. 


\lthough it must be our goal to achieve uniformity in regula 
tions on this subject matter within the various American countries, 
of no less importance ts a similar movement which could be developed 
in the inter-American field. As a matter of fact, the multiplication 
of transport and communication facilities among the American coun 
tries, offered by modern progress, imposes the publication of uniform 
and consistent regulations in respect to quality, presentation and 
conservation of food, drugs and cosmetics. In this connection we 
should mention the big progress made in the field of bromatological 
legislation. In the South American chemical congresses held since 
1924, various projects have been presented in order to promote the 
idea of adopting a Latin-American food code. In the sixth congress, 


held in Caracas May 12-19, 1955, the idea was approved of forming 
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a committee for the purpose of drafting a project of a Latin-American 
food code, which was to be presented for study and approval at the 
sessions of the seventh congress, held March 29-May 3, 1959, in 
Mexico City. Dr. Carlos A. Grau, jointly with a committee presided 
over by him, finished the task and presented the mentioned project 
at the above conference. 


Notwithstanding the willingness mentioned above, in respect to 
the convenience of promoting—within each one of the American 
republics as well as in the international field—a movement for the 
uniformity and concordance of legal provisions on the food, drug and 
cosmetic legislation, I think it is advisable to give certain considera- 
tions to the method which should be adopted to carry out this task. 
In the local ruling of each country it is imperative that the authors 
of the corresponding legal texts do not forget the economic reality 
and the conditions under which the industry is being developed, the 
possibilities of compliance by the manufacturers and the control by 
corresponding authorities. In some countries, regulations often have 
been promulgated which, in practice, are useless; although they have 
been copied from advance legislation on the subject, they are impos- 
sible of compliance by manufacturers and the state itself does not 
have sufficient personnel and means to make them effective. In the 
inter-American field, the trend should be to authorize legal bodies 
which would issue regulations sufficiently general as to facilitate their 


adoption by the different countries. 


Part Played by Lawyers in Development 
and Improvement of Law 


The development of the food, frug and cosmetic legislation of 
the majority of American peoples was achieved through the efforts 
of doctors, chemists, bromatologists and other professionals con 
nected with the protection of public health, while the contribution 


of the legal profession has been very limited. 


In the United States, the lawyers have actively and resolutely 
intervened in the formation and improvement of laws on the subject 
matter, collaborating closely with the professionals mentioned above. 
Some have acted as public officials, others have served in the educa- 
tional field and, finally, still others have played, within their profes- 
sion, an important role by advocating in the disputes of serious 
and responsible industries, according to the legal regulations in force. 
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Charles S. Rhyne has described very fitly the duty of a lawyer 
involving food, drug and cosmetic legislation by saying : 

All people have a vital interest in the effective administration of the Food, 
Drug and Cosmetic Act—consumers, retailers, manufacturers, government off 
cials and, of course, lawyers. The lawyer must deal with both sides: with the 
manufacturer who can’t understand why certain of his drug products cannot be 
marketed immediately as is and with the government administrator who fails to 
understand why the product should be marketed at all. We lawyers, aside from 
our traditional role of giving legal advice and advocating specific causes, have 
the important responsibility of acting as arbiters and peacemakers. It is neces 
sary that we balance the responsibility of advocacy with the responsibility of 
public service 

It must be further stated that this is a segment of law in which 
the lawyer collaborates to an important extent with doctors, chem 
ists, bromatologists, etc., in the task of codifying and giving legal form 
to technical specifications which must govern the manufacture and 
commercialization of all foods, drugs and cosmetics for the purpose 
of public health and the promotion of a responsible industry in any 
of the three segments of our interest. The lawyer's intervention can 
contribute toward the approval of health codes and laws in perfect 


agreement with the general body of laws in force. 


Contribution Made by United States Colleagues 


\mong the North American lawyers who have dealt with the 
food, drug and cosmetic law, a special mention should be made of 
the dynamic and aggressive personality of Mr. Charles Wesley Dunn, 
president, since its foundation, of The Food Law Institute, a non 
profit organization formed in 1945 with the object of providing 
knowledge of the food, drug and cosmetic law, both domestic and 
foreign, and to promote its study and development. This institute 
works closely with manufacturers, government agencies and renowned 
university institutions. At the same time, it sponsors a specialized 
publication on the subject, the Foop DruGc Cosmetic Law JOURN AL, 
appearing since the year 1946, collaborating in its edition the most 
prominent United States and foreign public officials, lawyers and 
bromatologists. Mr. Dunn himself directly intervened, together with 
Lewis C. Ryan, in the formation of a section within the New York 
State Bar Association, for the study of the food, drug and cosmetic 
law. Since it was formed in 1945, it has been doing beneficial work 
by successfully collaborating with the legislative powers, which have 
followed the advice of the association in issuing regulations of great 


importance in the health field. 
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The Food Law Institute has organized, in its educational action, 
a national center of instruction and investigation at the New York 
School of Law and promoted similar studies in graduate courses at 
the Schools of Law of George Washington University and the Uni 
versity of Southern California. Regular courses are being held at 
present in the schools of law at Stanford, Emory and Northwestern. 


The president of The Food Law Institute has delivered lectures 
on the subject at numerous United States universities. Although 
many of the lectures have been delivered in law schools, Mr. Dunn 
has also been lecturing at schools of business administration, medical 
schools, and others interested in the problems relative to the food, 
drug and cosmetic law. 

The attendance at the courses held at the New York University 
has fluctuated between 40 and 50 lawyers per year. Among those 
attending are law-school graduates who practice their profession 
independently, government officials, and legal counsellors of food, 


drug and cosmetic industries. 


The courses cover intensive studies of the federal act on food, 
drugs and cosmetics, unfair commercial practices, trade-marks and 
antitrust legislation. A maximum of up to five fellowships are 
awarded every year, and the courses are held from September to 
May. Those attending may obtain the degree of Master of Laws 
in Trade Regulation, for which purpose they must comply with the 
curriculum within the stipulated period. Outstanding candidates, 
who have shown ability and a definite interest in this segment of 
law, may complete their studies during the months of June, July and 
August, in order to obtain the degree of doctor in juridical science 


Finally, I wish to refer to a regulation of the Federal Food, 
Drug, and Cosmetic Act, which has largely contributed to the knowl 
edge of this special segment of law. Its Section 705, entitled “Publi- 
city,’ provides: 


(a) The Secretary shall cause to be published from time to time reports 
summarizing all judgments, decrees, and court orders which have been rendered 
under this Act, including the nature of the charge and the disposition thereof 


(b) The Secretary may also cause to be disseminated information regard- 
ing tood, drugs, devices, or cosmetics in situations involving, in the opinion of 
the Secretary, imminent danger to health or gross deception of the consumer 
Nothing in this section shall be construed to prohibit the Secretary from col- 
lecting, reporting, and illustrating the results of the investigations of the 


Department 
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On the basis of such an intelligent legal provision, ample pub 
licity has been given to the administration and interpretation of the 
Federal Food, Drug, and Cosmetic Act. 


Action to Be Taken in Latin-American Countries 


The foregoing clearly shows that it is imperative and inevitable 
to develop among the Latin-American colleagues an interest in food, 
drug and cosmetic legislation, both in the various bar associations 
and the centers of law studies. The law schools or law faculties 
would be the most indicated to begin intensive studies of the food, 
drug and cosmetic law, in the form of research seminaries, either as 
complements to the regular courses or as specialized postgraduate 
courses. In view of the nature of this field of law, it would be neces 
sary to establish close contact with the chemical, pharmaceutical and 
medical faculties and with state agencies related to this field of law, 
in order to work closely and thus be able to draw up regulations 
in accordance with the most modern legal precepts and _ technical 
advances. A similar situation developed in regard to the aeronautx 
law which, in many countries, has been accepted as an autonomous 
and independent branch of law and in which technical knowledge 


plays a prominent role. 


What has already been accomplished in the United States should 
serve as an example for the organization, in the Latin-American 
countries, of specialized institutes, courses and sections for develop 
ment and uniformity of health regulations within each country as 


well as throughout the Americas. 


RECOMMENDATION 


For the purposes above mentioned it is recommended that the Food, Drug 


and Cosmetic Law Section, through its local sub-sections, gives adequate advice 


to the schools or faculties of law and the colleges or associations of atin 
American lawyers, to promote the necessary interest in the food, drug and 
cosmetic legislation and organize courses or sections dedicated to the study and 


research provided in the by-laws of the above Section 


CORY 


[The End] 








Inter-American Bar Association Meeting— 


OBSERVATIONS ON THE DRUG 
OF LATIN 





VEN a cursory examination of the laws and regulations controlling 

the manufacture, advertising and sale of drugs and cosmetics in 
Latin America would require a large volume, not a short paper. | 
apologize for using the term “Latin America,” as I know that I speak 
of 20 independent republics, each with its own separate culture, tradi 
tion and laws. However, in this case the term may be particularly 
useful. The legal heritage of our 20 southern good neighbors is the 
Roman and civil law, while we two remaining ones owe our heritage 
largely to the common law. We will want to bear in mind the con 


trasting approaches of the two systems to this field of law. 


Uniformity 

One of the principal objectives of the Inter-American Bar Asso 
ciation is to assist in the codification and adoption of uniform laws in 
the Americas. Although much excellent work has been done by the 
association in the past 19 years, our progress in the direction of uni 
formity unfortunately has not been great. Since food, drug and cos 
metic laws vitally affect the health and well-being of all of us, it is 
important that they be as uniform as possible. This appears to be a field of 
law that is particularly adaptable to codification. That the objective 
of uniformity will not be easy to attain is emphasized by the diversity 
of such laws among the 50 states of the United States. 

A surprising amount of uniformity is already found in the drug 
laws of Latin America—much more, I believe, than is recognized by 
some of its critics. We should start with a recognition of that fact 
In general, this field of law in Latin America is well developed and 
fairly modern. Many of the misconceptions about it arise out of the 


fact that its critics expect to find their own laws and concepts mirrored 


AOS 





ND COSMETIC LAWS 
MERICA 


By VICTOR C. FOLSOM 





Though There Will Be Difficulty in Reconciling the Law Systems, 
Surprising Uniformity Already Exists; More Will Be Attained If 
Each Country Can Learn from the Others and If the Code Problem 
ls Approached Step by Step, Mr. Folsom—an Attorney, of New York 
City—Told the IABA, When He Addressed Its Recent Miami Meeting 


in Latin-American laws.’ Finding something different, they assume 
that it :s wrong. Our new section can and will do much to achieve its 
goal of uniformity, but we must constantly guard against the tempta 
tion to see good only in our own image. We must first learn, then 
teach. 

The source of many proposals dealing with uniformity must be 
carefully scrutinized. Not all of the advocates of “uniformity” are 
motivated by the simple desire to secure the universal acceptance of 
sound regulation in this field. At one extreme are those who believe 
that the manufacture, sale and administration of all medicinals should 
be in the hands of national or international bureaus. At the other 
extreme is the peddler of nostrums who would like to see all controls 
whatsoever abolished. In between we find all degrees of interest re 
lated to manufacture and dispensing. Let us render unto health 
departments, doctors, pharmacists, international health organizations, 


drugstores, etc., exactly that which properly belongs to them and no mor: 


Civil v. Common Law Approach 


In discussing the adoption of uniform laws in any particular 
sphere, it is essential to bear in mind the fundamental differences in the 
approach of the civil law and of the common law. We North Ameri 


The author has previously ‘‘defended”’ of Food Drug Cosmetic Law Journal, p 
these laws See ‘‘Latin-American Drug 165, and Drug and Cosmetic Industry, 
Laws,"" published in the March, 1958 issue March, 1958, p. 308 


469 
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cans think that we have developed good laws to control the manufac 
ture and sale of food, drug and cosmetic products. However, we should 
not overlook the fact that the Civilians began the development of such 
laws centuries before we did.* It might be fair to state that in this 
century we have advanced in this field at a more rapid pace than have 
the Latin countries. However, we are far from perfect and have much 
to learn. 

The system of registration of drug products in Latin America may 
be described as a “positive” system of licensing, while that prevailing 
in the United States is frequently described as a “negative” type of 
control. With the rigid enforcement of the new-drug provisions of 
the United States federal law, the two systems may be converging 
with our system adopting more of the civil law system. As in the case 
of most types of law, there is much that each could profitably borrow 
from the other. We feel that our system is best, but Latin-American 
health department officials are somewhat shocked to learn that there 
is no official agency in our country which tests and licenses all medi: 
inals sold to the public. In Latin America boards of health have the 
authority, as well as the duty, to pass upon the usefulness of every 


drug in use by the public. 


Pan American Sanitary Organization 
Most of you are probably familiar with the recent meeting of th 
fifteenth Pan American Sanitary Conference held in San Juan, Puerto 
Rico. Twenty-two member countries participated. The conferenc 
adopted several important resolutions, one of the most important of 
which is Resolution XXV.* The third part of that resolution recom 


2? Las Siete Partidas del Sabio Rey Don Article 6 provides for the creation of a 
Alonso el IX, edited by Lic. Gregorio commission of pharmaceutical specialties 
Lopez (Madrid, 1829-1831), Tomo II, p. 761 composed of a chemist, a pharmacist and a 
and Tomo III, p. 418: Pandectas Hispano- physician, whose duty it shall be. among 
Megicanas, new compilation by Lic. Juan other things, to ‘‘(a) Analyze the products 
N. Rodriquez (S. Miguel, Mexico, 1852) sent to it by the Ministry of Health and 
Tomo I, p. 769. and Tomo II, pp. 343-349 Public Works for examination: (b) Recon 

For example, in Peru, Art. 16 of the mend the granting or denial of the author 
Reglamento del Consejo Asesor de la In- ization provided for in article 1 of this 
speccién General de Farmacia of January Law. The recommendation shall be favor 
5. 1957, provides in part as follows rhe able if it considers that the product 
Commission shall decide if it will proceed analyzed is beneficial to health 
with the registration or not after, (a) The (Italics supplied.) 
study of the nature of the product, the ‘The text of Resolution XXV. entitled 
correctness of its formula, the adequacy Drug Registration and Related Prob 
of its presentation, its therapeutic useful- lems.’ is as follows 
ness (Italics supplied.) The XV Pan American Sanitary Con 

Also, in Panama, Article 1 of Law No ference 
31 of April 7, 1941 (reinstated after World ‘Having taken note of the document on 
War II by Decree No. 90 of May 13, 1947), the topic ‘Drug Registration and Related 
requires the introduction or sale of all Problems’, presented by the Delegation 


patent medicines to be authorized by the of Venezuela, and the supplementary in 


ministry of health and public works, and formation submitted by the Director: and 
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mends the adoption of measures to permit the importation of only such 
foods, drugs and therapeutic products as have been authorized for 
domestic consumption in the exporting countries. This recommenda 
tion is somewhat puzzling to those of you who know that the health 
departments of all but two of the Latin-American countries already 
require this for the registration of a drug product. It reminds one of 
the sound and fury of some years back which arose out of the charge 
that substandard medicinals could be shipped and sold to Latin America 

If that occurred, it was in violation of a system of laws and regulations 
which look very potent to me. 

Some weaknesses in administration may exist*® but I submit 
again that they do not arise out of the lack of comprehensive laws 
and regulations. 

The Pan American Sanitary Organization (PASO) has done and 
will continue to do much good work in this field, particularly on the 
technical side of it. Funds for a two-year study of the needs for the 
control of pharmaceuticals in Latin America have been appropriated 
by the Pan American Sanitary Conference, and the study has been 
launched under the direction of C. A. Morrell, Head of the Canadiar 
Food and Drug Directorate, who has done much good work in this 
field. Included in the terms of reference for this study is “the prepara 
tion of plans for the drafting or revision of legislation " The 
actunl drafting of laws and regulations should be carried on prin 
cipally by legal specialists who are familiar with the basic principles of 
civil and common law, as well as with food, drug and cosmetic law 

It has been stated that PASO has broadened its program to 


include centralized inter-American control of drugs and foods in the 


(Footnote 4 continued) 


Considering the proper control of foods 4. To recommend that the Director of 
and drugs to be of the utmost importance the Pan American Sanitary Bureau at 
to public health tempt in future programs, to give the 

RESOLVES widest possible distribution to publication 

1. To express the satisfaction of the on advances made in therapeutics ind 
Conference at the establishment of a food pharmacology that regional meetings for 
and drug control program in the Pan the study of the food and drug contro 
American Sanitary Bureau problem be organized: and that a large 

2. To recommend that countries that ex- number of fellowships be awarded for the 
port pharmaceutical products, and whose training of specialists in control techniques 
legislation permits adopt the pertinent with a view to improving the quality of 
measures to control the quality of those such products 
products See hearings before committees of the 

3. To recommend that the Member Gov- United States House of Representative 
ernments of the Organization take the on the Van Zandt bill (H. R. 562, intro 
necessary measures for the control of foods duced on January 3, 1949) and the Priest 
and pharmaceutical products, and that the) bill (H. R. 4242, introduced on May 23 
authorize the importation of only such 1951) 
foods, drugs, and therapeutic products as *Pan American Sanitary Organization 
have been authorized for domestic con- Official Document No. 24. AMRO-150. Food 


sumption in the exporting countries and Drug Services, p. 66 
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Latin-American countries.’ The establishment of an inter-American 
organization of this type would be very difficult, if not impossible, at 
this time. In my opinion the hope for success lies in the drafting of a 
model code which could be adopted by each country as its own law 
Thus we would achieve substantial uniformity without the necessity 


of entering into an international convention. 


Compilation 


One of the most difficult tasks will be the collection of the for vl, 
drug and cosmetic laws of the Americas. Canada and the United States 
have existing good compilations.* Our Department of Commerce 
publishes in English a summary of the pharmaceutical regulations of 
each of the countries of Latin America.® This service is no doubt 
familiar to most of you. It is quite accurate and most useful. Each 
report cites the various laws and regulations upon which it is based. 
It is sometimes difficult to secure copies of the actual laws and regula 
tions because many of them are out of print, but they can be obtained 
with the same amount of effort it takes to find most laws in civil law 
countries. 


The World Health Organization and PASO are doing some useful 
work in the compilation of drug laws and regulations. However, 
research in each country by qualified lawyers is needed to establish a 
sound basis for the development of a model code.’*® The job of index 
ing alone appears formidable to anyone who has had to make copies 
of these regulations from official records because they were not other 


wise available. 





7 See 34 Drug Trade News 20 (February (January, 1954): World Trade in Commodi- 
9, 1959). See also FDC Reports of Septem- ties, ‘‘Pharmaceutical Regulations of the 
ber 30, 1957, December 23, 1957, and Febru- Dominican Republic’’ (June, 1950), ‘‘Guate- 
ary 9, 1959 mala Regulations Governing Medicinal 

8’ Canada’s Food and Drug Laws, by R. E and Biological Products. and Toilet Prepa- 
Curran, Q. C. (1953). published by Com- rations’’ (December, 1947), ‘‘Peru—Phar- 
merce Clearing House as part of The Food maceutical Regulations'’ (April, 1948); IJn- 
Law Institute Series. In the United States, dustrial Reference Service, ‘‘Pharmaceuti- 


Commerce Clearing House publishes a cals, Proprietary Medicines Biologicals 
loose leaf service entitled Food Drug and Medicinal Chemicals Republic of 


Cosmetic Law Reports, which keeps the Haiti'’ (December, 1945), ‘‘Nicaragua 

material currently up to date. This in- Pharmaceutical Regulations" (August 
formation is supplemented by the publica- 1945), ‘‘Paraguay—Regulations Governing 
tions of The Food Law Institute Series. Pharmaceuticals and Toilet Preparations” 

* World Trade Information Service, Part (May, 1945) 

2, Operations Reports, ‘‘Pharmaceutical ” See Julius G. Zimmerman, ‘‘Legal Re- 
Regulations of .”’ published by the search Problems in Latin American Food 
Department of Commerce (covering 13 and Drug Law,"’ a paper submitted to 
countries to date). See also the follow- Committee IX at the tenth conference of 
ing earlier Department of Commerce pub- the IABA at Buenos Aires in November 
lications: Business Information Service, 1957. 


*Panama—Pharmaceutical Regulations’’ 
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Patents 

As a general rule the industrial-property laws of Latin America 
adequately protect patent property. This is not entirely true in the 
case of patents where most of the countries do not grant patents cover 
ing medicinal products. The theory of denying medicinal-product 
claims goes back to old civil law theories based upon the protection of 
the public health. I believe that a good case can be made to show that 
the restriction on the granting of patents on medicinals results in new 
discoveries being withheld from markets where they may be subject 
to pirating because of weak patent laws. France, which has tradition 
ally limited such patents, has just changed its law and is moving in the 
direction of liberalizing the granting of patents on medicinals. The 
law of 1844 prohibited the patenting of any pharmaceutical composi 
tion; and it took a hundred years to modify this to provide for process 
patents. Now Ordinance No. 59-250 of February 4, 1959, provides for 
a special drug patent to protect inventors.” 

[t is submitted that any study of the laws in this field should 


include patent laws and their administration. 


Licensing Procedures for Drug Products 

That it is possible to keep up with the drug laws and regulations 
of each of the countries of Latin America is evidenced by the fact that 
pharmaceutical companies from around the world do register and sell 
their products there every day. A practical way to keep up to date is 
by the use of charts, of which I use three. The first gives, at a glance, 
board-of-health registration or licensing procedures for both foreign 
and locally manufactured products; the second, labeling specifications 
and the third, authorization requirements for local manufacture. In 
addition, trade-mark licensing laws and regulations are compiled 
These charts enable one to compare the requirements of one Latin 
\merican country with those of another and to prepare uniform docu 
mentation and labeling for certain group of countries. However, the 
task of keeping this information current is one that requires constant 
vigilance by a correspondent in each country. (A part of one of these 
charts is published here as an appendix. ) 

Since the basic purpose of, and approach to, pharmaceutical regu 
lation is the same in the various countries of Latin America, it is not 


surprising to find substantial uniformity in the essential provisions of 








" Articles 603 and 604 of the Code de la 
Santé Publique, as revised by Ordonnance 
No. 59-250 of February 4, 1959 
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licensing procedures. For example, standard documentation may be 
prepared for the registration of imported products with the boards of 
health. Some of it will prove to be surplusage in some countries 
but will not be objectionable. 

The two basic documents which constitute the application for 
registration are: (1) a certificate setting forth the form and descrip 
tion of the product; quantitative, qualitative, and structural formulae ; 
pharmacological action of the product and its ingredients ; indications ; 
dosage; mode of administration; manufacturing process; assay and 
titration ; and the name and address of the responsible pharmacist and 
the manufacturing laboratory and (2) a board-of-health certificate 
showing that the product is sold in the country of origin. 


These two documents must be accompanied by professional litera 
ture, samples and, in some cases, laboratory affidavits. A power of 
attorney authorizing the presentation of the documents must be on file 
with the board of health. After this material is submitted, the product 
is analyzed by the board; in most countries its efficaciousness is passed 
upon by a board of medical experts. Approval is by no means a 
routine matter. If the product passes all tests, its sale is licensed. The 
term of the license granted varies from one to ten years, although in 


half of the countries the license is theoretically permanent. 


Labeling and Advertising 

The labeling requirements of the various Latin-American coun 
tries are for the most part sufficiently uniform to permit the use of 
only one label for most countries. A label showing the following would 
meet the requirements of most Latin-American countries: name and 
quantity of product, proper pharmaceutical dosage form, name of pro 
ducing establishment and its location, formula, indications (general 
pharmacological properties only), and the dosage if it is a proprietary 
product. In addition, in small print, at the bottom or on the side of 
the label, the requirements peculiar to a particular country should be 
added following the name of that country—for instance, the registra 
tion statement required by all countries, the name of the responsible 
pharmacist, the name and address of the importer, the trade-mark 
registration number, the expiration date where applicable to the 
product, the sale price, etc. 

A few countries in Latin America present special problems from 


a labeling standpoint. Venezuela is very strict regarding names oi 
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pharmaceutical specialties. Names used in Venezuela may not be 
exaggerated or imply a cure. Decree Number 53, of March 15, 1943, 
regulates the pharmaceutical law. Article 49 thereof reads as follows 


Pharmaceutical products are divided into four classes, namely 


4—Pharmaceutical specialties, which must comply with the following r« 
quirements d) Their names must always be within the limits of prudence 
and scientific moderation, and under no circumstances will names be admissible 
which are eccentric or exaggerated, tending to deceive, or names which are based 
on their therapeutic application 

Article 205 of the Sanitary Code of Mexico contains the following 
provisions in regard to the names of pharmaceutical specialties : 

Article 205. The name of pharmaceutical specialties may be chosen freely, 
with the following limitations 

I. No name may be used which indicates that the specialty contains certain 
specific substances if they do not enter into its composition or if they are not the 
fundamental therapeutic action of the product. An exception is made in the cas¢ 
of prepared products whose name merely recalls the aspect or consistency of natural 
products or pharmaceutical products containing but one ingredient whose nam« 
indicates the origin of the substance of which it is formed 

Il. No name can be used which openly or in a veiled manner gives indica 
tions in connection with diseases, syndromes or symptoms, nor those whicl 
recall anatomical data or physiological phenomena. An exception is made in the 
case of biological prepared products which give immunity and which state in 
their name the animal, germ toxin or poison used to prepare them or the nam« 
of the disease for which they are specifically intended, according to the respective 
international nomenclature 

In certain fields, such as advertising, the laws affecting pharma 
ceutical products do vary substantially from country to country. Som 
of them rigidly censor advertising copy, and no copy may be used 
unless it has the specific approval of the authorities. All kinds of ad 
vertising are checked for inaccuracies, deceptions, exaggerations, and 
the like. Other countries exercise the same type of control maintained 


in Canada and the United States. 


Pharmacological Control 

The institution of the “responsible pharmacist,” which seems to 
give many of our North American drug companies difficulty, is not a 
recent invention but is centuries old, and his existence was surel\ 
justified in his day. His function was to certify that the pill which the 
doctor prescribed contained what the doctor thought it contained. As 
in everything, there have been abuses of this institution, but this is not 
the fault of the law. It may console those who have had to explain the 
continued existence of this institution in the form in which it is found 
in some countries to know that the Ordinances of Pharmacy of April 
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18, 1860,'* specifically provided that a pharmacist could not own or 
manage more than one establishment. It is obvious that while laws of 
this type served their purpose in the days when the compounding of 
all medicinals was actually done by an individual pharmacist, perhaps 
they should now be replaced by laws requiring control chemists or 
pharmacists to supervise all manufacturing procedures where the prod- 


ucts are sold in finished packages. 


The civil law, over a long period of time, seems to have confined 
both the manufacture and sale of drugs to pharmacists. The Spanish 
law made a distinction between what we call “ethicals” and “pro 
prietaries,” although the two terms were not known at that time. A 
few household remedies could be sold in nondrug outlets, but the 
rules were strict. For example, no one other than a pharmacist was 
allowed to sell natural mineral water or to manufacture artificial 
mineral water. All in all, the law indicates that even in those days the 
pharmacists knew their way around the halls of the lawmakers. On 
the other hand, the influence of the supermarket may account for the 
fact that the same law prohibited the sale in pharmacies of any prod- 
ucts other than medicines, chemicals having therapeutic value, and 


medical instruments. 


Cosmetic Laws 


Most of the pharmaceutical laws and regulations of the countries 
of Latin America control the manufacture and sale of cosmetics as 
well as pharmaceuticals. A few of them exempt cosmetic products 
from the pharmaceutical regulations and leave them unregulated, but 
the general trend is to tighten up these regulations. Recently, a few 
countries have adopted new laws which specifically deal with the 
manufacture, importation and sale of cosmetics. For example, Regla 
mento No. 4491 issued by the Dominican Republic and effective on 
February 17, 1959,’* makes cosmetics in the Dominican Republic sub 
ject to requirements as fully stringent as those applicable to pharma 
ceuticals. All cosmetics must be licensed ; those sold in different colors 
must be registered separately for each color. The strict licensing 
requiremenis may cut down the number of lipstick colors available 
from 47 to seven. This could seriously affect the health, not to men 
tion the morale, of the feminine population. All cosmetic advertise- 





2 Joaquin Escriche, Diccionario Razo- % Published in Gaceta Oficial No. 8325 
nado de Legislacién y Jurisprudencia (Ma- of January 17, 1959 
drid, 1874), Tomo II, pp. 120 and 121. 
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ments are subject to the prior approval of the secretary of health. 
Cosmetic law is important and should be included in any model code. 


Dangers and Difficulties of Codification 

A lesson that may be learned from history is the fact that many 
of the codes which were adopted by then-advanced civil law countries 
became obsolete. The history of the law is filled with examples ot 
legal complacency which arises out of the existence of codes. Few of 
the pharmaceutical laws in Latin America can be criticized on this 
score. In general they are flexible and give wide discretion to adminis- 
trative agencies. This can be disconcerting to lawyers trained in the 
common law, but does not upset those who are used to the repeal of 
legislative decrees by ministerial regulations and their subsequent 
resurrection by administrative circulars. In any compilation of a uni 
form code of laws which could be adopted by the Americas, careful 
attention should be given to the problem of flexibility to meet chang 


ing conditions, which the future will inevitably bring. 


We will have difficulty reconciling the common law and the civil 
law. It is not easy to imagine Canada and the United States adopting 
the affirmative licensing system prevailing in Latin America or the 
civil law countries embracing in toto our system. However, a surpris 
ing amount of uniformity already exists and more will be attained if 
each can learn something from the other and we approach the problem 


of a uniform code step by step. [The End] 


APPENDIX 
SUMMARY OF BOARD OF HEALTH REGISTRATION REQUIRE 
MENTS FOR AN IMPORTED PRODUCT 

[An explanation of the symbols used in the “Technical Data” column of the 
summary follows: ] 

a—Description of products 

b—Quantitative and qualitative formulas (in some cases either one of the 
two is not required, but for the sake of uniformity and simplicity both quanti 
tative and qualitative formulas are to be shown in the document) 

c—Structural formula 

d—Pharmacological action of the product. 

e—Pharmacological action of the ingredients 

f—Indications. 

g—Dosage for children and adults. 

h—Mode of administration. 

i— Manufacturing process 

ji—Assay and titration. 

k—Name and address of manufacturing laboratory 

I—Form of the product (liquid, powder, tablets, etc.). 
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Country Documents to Be Submitted No 
® o} No Period of 
5 Sam of Validity of 
= Es % ples Labels License 
e Sg o 
cS S S w~ 
= = 
s ~e 2s 5 
% z nn » 
Q eo © ® a 
~ s .S) = c 
= Ss mato (CS 
3) £as® -= 
A % ~ ee “a 
5 & = © 2 
<x ie AS oe 
o 2 = Te s 
~ hel 
& 1 NSss A 
Argentina a, b, c, d, f, g, h, i, j, k, 1” Yes Yes Yes 6 6 10 Years 
Bolivia b, k, 1 Yes Yes 2 5 Years 
Brazil a, b, d, f, g, h, i, k, 1° Yes Yes Yes 4 10 Years 
Chile b, f, g, h, k, 1* Yes Yes 3 3 3 Years 
Colombia b, c, f, g, h, i, j, k, 1° Yes Yes Yes 3 10 Years 
Costa Rica b, | Yes Yes 2 Permanent 
Cuba a, b, d, f, gh, i 3* Yes Yes Yes 3 3 5 Years 
Dominican b, | Yes 2 2 5 Years 
Republic 
Ecuador a, b, d, f, gz, 1 Yes Yes Yes 2 2 Permanent 
El Salvador  b,1 Yes 6 Permanent 
Guatemala a, b, c, d, e, f, g, h, i, j, k, 1 Yes Yes 3 3 Permanent 
Haiti a, b, c, d, e, f, g, h, k, I Yes Yes 6 Permanent 
Honduras a, b, d, f, g, 1 Yes Yes Yes } $+ Yearly 
Mexico a, b, c, d, e, f, g, h, i, j, k, 1° Yes } } 5 Years 
Nicaragua b, d, e, g, 1 Yes Yes 5 3 1 Year 
Panama a, b, c, d, g, h, 1, 3, k, 1 Yes Yes Yes 2 2 Permanent 
Paraguay a, b, c, d, g, h, i, j, k, 1 Yes Yes Yes 3 3 Permanent 
Peru a, b, d, f, zg, h, k, 1° Yes Yes Yes 3 3 5 Years 
Uruguay a, b,c, d, f, gz, h, k, 1” Yes Yes 10 Years 
Venezuela a, b, c, d, g, h, i, j, k, 1 Yes Yes 12 12 Permanent 
‘1 ARGENTINA If a fundamental change is made in the 
Data must be submitted with respect to formula, the product will be regarded as 
toxicity, local effects, habit-forming and a new specialty, and must be registered 
poisonous qualities, and special qualities as such 
of the product representing an improve- The structural formula of each one of 
ment over similar products already mar- the compounds must be given and also 
keted Also, a full description must be the molecular weight, physical and chemi 
submitted of the factory where the goods cal elements which form part of the for 
are produced and the method used for con- mula of the product In the case of a 
trol of standards vegetable drug, the botanical classification 


part of the plant employed, analysis and 
active principle employed, and place of 
origin of the plant must be given The 
toxicity of the product and each of its 
components must be given It is only nec- 
* BOLIVIA essary to mention the components of the 
excipients; however, when coloring agents 


If a fundamental change is made in the 
formula, the product will be regarded as 
a new specialty and must be registered as 
such 


A laboratory affidavit is required only ir 


the case of biological preparations are used, their composition must be indi 
BRAZII cated Also the license of the United 

22 ee Fea States Food and Drug Administration must 

The product must have been on sale in be shown, as well as the origin of said 
the country of origin for more than 12 coloring matter Similarly, the composi 


months tion and method of application of the en 
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tire coating of any pill must be indicated 
The clinical indications must be well de- 
tailed and accompanied by a bibliography 


Extra Document: 

Official proof of the legal constitution 
of the firm owning the specialty in the 
country of origin must be also submitted 


Laboratory Affidavit 
Also proof of the existence of technical 
apparatus in the establishment must be 
submitted in addition to the laboratory 
affidavit 
United States Board of Health Certificate 
of Free Sale 
The product 
the country of 
months 


have been on sale in 
more 4 


must 
origin for 


than 12 
General 

If a fundamental change is made in the 
formula, the product will be regarded as 


a new specialty, and must be registered 
as such 

* CHILE 

The letter ‘‘d also applies when the 


substance is new or not shown in any of 
the pharmacopeias 
General 

If a fundamental change is made in the 
formula, the product will be regarded as 
a new specialty, and must be registered as 
such However, it is possible to change 
formulas already registered if type and 
class of product is not changed 


COLOMBIA 
Extra Document: 

In addition to the usual documents, a 
certificate from the Departmento de Pro- 
piedad Industrial del Ministerio de Fo 
mento must be submitted, stating that the 
name of the product is registered as a 
trade-mark or, if it is a generic term, that 
the word is not registered 

*CUBA 

The single dose, as well as that for every 
24 hours, must be stated 

Contraindications, if any 


stated 


must also be 


important to indicate whether 
sold under physician's 


It is very 
the product is to be 
prescription or freely 


Certificate of Free Sale 


Labels as used 


wrappers and pamphlets 
in the country of origin, must be attached 
to the certificate of free sale, legalized by 
the Cuban consul and protocolized in Cuba 
as is done for the certificate of free sale 


Extra Document 
A certification of the trade-mark in the 
country of origin, duly legalized by the 
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Cuban consul and protocolized in Cuba 


must be submitted 

General 

which has a 
country 


sub- 


In the case of a product 
trade-mark registered in the 
trade-mark registration data must be 
mitted 

* EL SALVADOR 
General 

The board-of-health registration is per 
manent, but it lapses if the annual fee is 
not paid within the first three months of 
each year 

* MEXICO 

The structural formula of each one of 
the compounds must be given and also the 
molecular weight, physical and chemical 
elements which form part of the formula 
of the product In the case of a vegetable 


drug, the botanical classification, part of 
the plant employed, analysis and active 
principle employed, and place of origir 
of said plant must be given. The toxicity 


of the product and each one of its compo 
nents must be given It is only 
to mention the components of the 
ents; however, when coloring agents are 
used, their composition must be indicated 
Also, the license of the United States Food 
and Drug Administration must be shown 
as well as the origin of said coloring mat 
ter. Similarly, the composition and method 
of application of the entire coating of any 


necessary 
excip 


pill must be indicated The clinical ind 
cations must be well detailed, and acc 
panied by a bibliography 
Extra Requirements 

The name and address of the responsible 


pharmacist and the name and address of 


the distributor or agent must be show! 
and also the name and address of th 
establishment where the product will be 


processed or stored if it is imported 


* PERU 

If a fundamental change is made in the 
formula, the product will be regarded as 
a new specialty, and must be registered 
as such 


Extra Requirements 


The selling price must be submitted 
*” URUGUAY 
Professional Literature 
Not required by law, but, if submitted 


will help as an aid to rapid registration 


Note: GENERAL—Most countries re 
quire a power of attorney, duly legalized 
to be attached to the registration 
ments if a general one has not previous!) 
been filed with the board of health 


docu 
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Unfair Competition—Two Federal Trade Commission decisions 
dealing with motor oil, both upheld on appeal, are worthy of note 
by all who deal with labeling. 

In one,’ the petitioner on appeal by a series of processes called 
re-refining, produced a finished lubricating oil from used motor oil. 
The evidence showed that many purchasers desired only new oil, that 
they did not want oil produced from used oil, and that some of these 
buyers were misled and believed the oil in question to be new oil. 
The petitioner argued that the re-refined oil is as satisfactory for use 
for lubricating purposes as is new oil. The FTC accepted this con 
tention. He also argued that there is no showing of a specific and 
substantial public interest because the products are identical with 
all other finished motor oils and, hence, the buyer and the public 
are not harmed. 


The court rejected this contention, however, holding that the 
purchaser is entitled to get what he wants: 

A manufacturer may not surreptitiously substitute his judgment for that 
of the purchaser as to the article to be purchased, even if the manufacturer's 
judgment is equal or even superior to that of the dealer or the customer 
The public has the right to purchase motor oil manufactured from crude oil, 
if it desires to do so, and that desire may not be balked by a failure to disclose 
pertinent facts. 

Quoting from Justice Cardozo, the court said that “the public is 
entitled to get what it chooses, though the choice may be dictated by 
caprice or by fashion or perhaps by ignorance.” 

In the other case,’ the petitioner on appeal labeled his re-refined oil 
as “reprocessed oil.” The court upheld the FTC ruling that more was 

(Continued on page 484) 





1 Mohawk Refining Corporation v. FTC, 2 Royal Oil Corporation v. FTC, CCH 
CCH Trade Regulation Reports { 69,276, Trade Regulation Reports { 69,234, 262 F 
263 F. 2d 818 (CA-3, 1959) 2d 741 (CA-4, 1959) 
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WASHINGTON—Continued from page 426 


Court Actions During May-June, 
1959.—Insanitary conditions in ware- 
houses caused contamination of 53 of 


the 312-ton total of unfit foods removed 
trom the market during May, the Food 
and Drug Administration has reported 
Unfit warehoused included ro- 
dent-infested flour (ten and in- 
sect-intested rice (34 tons), breading 
mix (7 tons) and 
Most of the remaining volume of unfit 


foods (240 bulk 


foods 
tons) 


seedless raisins. 


tons) was in wheat 


and flour containing rodent pellets and 
lrine, anda insect (over five tons of 
canned tomato. ‘juices. in three ship- 
ments were made with spoiled tomatoes 
Another five tons of frozen seafoods 


contained parasitic cysts or spoiled fish. 


Mercury-contaminated mixed grain 


accounted 


screenings for animal 
tor 40 of the 48-ton total of foods seized 
as hazards to health tons of 


imported seafood treated with sodium 


rec d 
Seven 


nitrite were seized in four shipments; 
an additional 28 tons, in nine shipments, 
were entry this country. 
Fifty thousand vitamin-products tab- 
lets, in three shipments, failed to con- 
essential in 


denied into 


tain amounts ot vitamins 
human nutrition 

More than five tons of foods were 
seized as economic cheats. Lack of 


required label information as to the in- 
gredients, net contents of the package, 


address, and place of business 


packer or dis- 
flour, 


name, 
ot the manuytacturer, 


tributor caused misbranding of 
candy, canned crabmeat and frozen din- 
ners. Canned cut green beans contained 
excess seed and pieces of seed and fiber 
and did not meet standards of quality 
A product “100 per cent” 


olive oil contained teaseed oil 


offered as 


Of ten drugs and devices seized in 


May, 
branded by 
Three were vibrator-massage devices- 


five were alleged to be mis- 


false and misle ading claims 
an upholstered cushion, 


a pillow and 


both containing a heating element and 
an electric motor, and a device trans 
mitting vibration to a web-like belt 
attached to the shatt of a motor 


Claims were made for revitalizing, re 
juvenating and reducing the body, re 
lieving tensions, giving tone to sagging 
skin, dispelling backache, firming fatty 
healthy 


improving 


tissues, and 


the figure 


tissues, building 


slenderizing and 


[The Administration commented that 


benefits vibrator-massagers art 


limited to 


trom 


temporary relief of minor 


aches and pains caused by overexertion, 


temporary stimulation of blood circu 
lation in local areas of the body, and 
temporary soothing effects. Claims to 


prevent or cure disease or shake off 


false and misleading and 


devices to be 


weight are 


cause these misbrande: 
the agency added 
Altogether 47 were 
instituted in the May 


Eighteen prosecutions were terminated 


seizures cases 


tederal courts in 


wheat in car 


>2 Thi 


3 tons—o 


Rodent-contaminated 
load 
of a total of 908—of unfit 


lots accounted tor 8 


foods rem ved 
from the market during June, according 
to FDA. Of the remaining 85 tons of 
unfit foods seized, 30 


of insect- and rodent-infested nuts. Six 


tons consisted 
teen tons of imported raisins contained 


insect parts and rodent hairs. Thirteet 


tons ot frozen dressed rabbit and nine 
tons of frozen seafood were partially 
spoiled 

Other foods seized as hazards t 


health included smoked salmon treat d 
with sodium nitrite and 36,000 vitamin 
contain the vitamin 


tablets failing to 


potency claimed on the label 


foods were 


Thirty-seven tons of 


seized as economic cheats, including 


23 tons in a single shipment of so 
called “extra fancy” 
More than 3,000 cases of 24 ten-ounce 
packages were alleged to be misbranded 


USDA 


irozen green peas 


because the peas did not meet 
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specifications for the “U. S. Fancy” 


grade. Six tons of corn oil packed in 
cans labeled “one gallon” did not con- 
tain a full gallon. In three tons of a 


counterfeit coffee product, husks had 
been substituted wholly or partly for 


coffee beans. Deceptive packaging was 


alleged in the seizure of 177 cases of 
24 ten-ounce packages of chocolate- 
covered mints The Administration 


noted that hollow dividers and hollow 
ends took up space that the customer 
would led to believe was 


filled with candy 


have been 


drugs and devices seized in 





Of 23 
June, 15 were alleged to be misbranded 
by false and misleading claims. Five 
were vibrator-massage devices in as 
many different models, including vibrat- 
ing chin 
youth and beauty to the face and com- 
plexion, hand units for spot reducing, 
and mattresses, tables and lounge chairs 
claimed to shake off weight or tension, 


straps claimed to restore 
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amphetamine drug claimed to disinte- 
grate in the human system 
period of six to ten hours actually re- 
leased 77 per cent of its active ingredient 
within two hours. A cherry-juice bev 


Over a 


erage was promoted as a treatment 
for arthritis, gout, and related ailments. 
Two estrogen drug products did not 
have the strength declared on theit 
labels. 

\ liquid toilet-bowl cleaner failed 
to meet requirements of the Federal 
Caustic Poison Act intended to pre 
vent accidental poisonings in the home 


According to FDA, the word “poison” 
was displayed on the label in type too 


small to serve as a proper warning to 
users. 
Altogether, 72 seizure cases weré 


instituted in the federal courts in June 
terminated, 
injunction 


Twenty were 


and a 


prosecutions 
decree of permanent 
to restrain further shipments of incuba 


foods was 





headaches, backaches, poor circulation, tor reject eggs for use in 
arthritis, bursitis and rheumatism. An entered 
Jublic Health Servi 

In the Public Health Service 

Paralytic Polio Cases for 1959.—Para The manuiacturers of polio vaccine 
lytic polio cases reported to the Publi advised the Public Health Service that 
Health Service totaled 166 for the week they shipped 2,397,352 doses of vaccine 
ending July 18, the highest recorded for to United States communities during 


any week in 1959, Dr. Leroy E. Burney, 
Surgeon General of the Public Health 
Service, announced on July 24 

The newly reported cases brought 


to 956 the total number of paralytic 
cases that have occurred this vear 
During the same period in 1958, 437 
paralytic cases had been reported. How 
ever, in 1955—the first vear the Salk 
vaccine became available—over 1,500 
paralytic cases had been reported by 
mid-July. Almost half of the paralytic 
cases included in the new week's re- 
port occured in four states: Missouri 
(20), Texas (20), Alabama (15) and 
Tennessee (12) 


the week ending July 18 and exporte 


381,337 doses. Unshipped vaccine 
taled 3,261,815 doses, but 
used to fill 
| 


much of this 


was to be orders that were 


already on hand 


Newly produced vaccine which was 
released during the July 18 week totaled 
600,003 doses 


491.805 


million doses 
of regular Salk 


doses of Salk vaccine combined with 


over one 


vaccine and 
diphtheria, tetanus and whooping-coug 


vaccines—a combination which can be 
used only for infants and young children 
production of vaccine 


totaled 48,900,021 
10,456,310 doses 


Since January 1, 
was reported to have 


doses, compared wit! 
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produced during the same period last 
year 
totaled 


compared with 


Export shipments of vaccine had 
14,381,888 doses so far in 1959, 
15,850,100 doses in the 
same period of 1958 

increased demand 
on July 8, re 
postpone ex- 


Becausc¢ ot the 
tor vaccine, Dr. Burney, 
quested manufacturers to 


ports 1f possible until supplies became 


more plentitul and to give preference in 


their domestic shipments to areas where 
there is unusual incidence of 


polio 


In line with this recommendation, the 


Service is supplying polto-incidence 
figures to the manufacturers each week 


Fluoridation-Data Report Published. 
On July 1, the Public Health Service 
announced publication of a report which 
shows the amount of fluoride naturally 
‘ommunity water supplies 
country Phe 


throughout the report 





ta compiled by the 


lental directors of ill state health 
agencies at the request of the Public 


Water supplies of 1,903 cities and 

s with a combined population ot 

7 million contain enough fluoride nat- 
rally to prevent two out of three den- 
tal cavities. Communities in 43 states 
se water in which the decay prevent 

g fluoride occurs naturally. Commu 

nity populations served range from 


less than 50 to more than 500,000 


In Texas, 2,700,000 persons, in 356 





fluoridated water 
ple, Or 68 


opulation, live 


ywns, use turally 
In New Mexico, 465,000 pe 
per cent ofl the total I 
in communities with water supplies nat 
ally containing fluoride 


More than 


ns and 


Illinois 


in 184 lowa 


$50,000 people in 


106,000 com- 
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water with fluoride 
At least 100,000 people 


munities drink 
added by nature 
California, Colo 
Kansas, 
Wis 


served by nat 


in each of ten states— 
Florida, Idaho, 


Mic higan, 


rado, Indiana, 


Louisiana, Ohio and 
-live in towns 


fluoridated 


consin 


urally water supplies 


cent of the 7 milli DI 
fluoridated 


wit! 


Thirty-five per 


persons using naturally 


water live in towns and cities 
populations of more than 50,000. Thirty 
eight per cent live in towns with popu 
5,000 to 50,000, and 27 pet 


1 O00 


lations of 
communities of under 
W Knutson. Chief Dental 


Public Healt! Service 


cent in 


Dr. John 
Officer of the 
said 


“The fluoride found naturally in water 


] 


is identical in its effect to the fluorid 


used in controlled fluoridatior 


“The 1800 cities now using col 
trolled fluoridation adjust the fluoride 
content to that found in a great many 
of the naturally fi ridated wate | 
plies throughout t ‘ t f 
0.7 to 1.2 parts fl le 1x | 
parts I wat 


“The 35 million people livi I est 
1800 communities plus the 7 mil 
using naturally fluoridated water mea 
that one out of every three p 


. , , 
using central water supplies now rinks 


water that has been fluoridated by 


nature or by the community 
Copies the new eport Vatu 
Fluoride Content Commun i , 


Supplies in the United Stat, Public 
Health Publication No. 655) 
mav be obtained from the United States 


Printing Office, Was! 


service 


(,overnment 
ton 25, D. ¢ 





In the Federal Trade Commission 


Price Discrimination—Canned Fruits 
and Vegetables.—A selling 


anned fruits and vegetables has been 


company 


lered to st p ¢ irging favored cus 


tomers less than their competit lt 
taking this action the Federal | ace 
Commission lopted an le | ‘ 
hearing examiner which had beet ree 
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to by the concern, a company official, 
FTC Bureau of Litigation. 

The FTC complaint, issued last Sep- 
tember 30, stated that the concern 
sells its canned fruits and vegetables 
directly to one company and also through 
brokers. The brokers resell principally 
to wholesale grocers 
The company, 
officers and directors 
concern, resells exclusively to several 


and the 


and retail chain 
which has the 
as the canning 


same 


large chain stores. 

Alleging violation of Section 2(a) of 
the Robinson-Patman Amendment to 
the Clayton Act, the complaint charged 
that the canning company’s prices vary 
cent to 14 per 
competing customers for goods of like 
that the 
reselling company sold the products to 


from 2 per cent to 


grade and quality. It added 


two chains for less than the canning 


company charged wholesalers whose 


customers compete with the chains. 


The respondents’ agreement to dis- 
continue these alleged price discrimina- 
tions is for settlement purposes only, 


and does not constitute an admission 


that they have violated the law. 


Che charges were dismissed as to 


another company official, who had 


FOOD DRUG COSMETIC LAW JOURNAL—JULY, 1959 


made none of the canner’s policy deci- 
sions. (Released June 26, 1959) —CCH 
TRADE REGULATION Reports § 28,088 

Misrepresentation — Macaroni. — A 
manufacturer has been charged with 
falsely representing that persons will 
lose weight by eating its macaroni 
Such claims are not true, the Com- 
mission charged in a formal complaint. 

The following “typical” statements, 
appearing in the concern’s “calorie 
counter” promotional booklet, are al- 
legedly misleading: 


(1) “The fact is, no food can be 


really called ‘fattening’ as such. It’s 
the amount that counts. It’s the daily 
total of all calories in all foods that 
can put on the pounds or take them 


off. However a low calorie food like 
Macaroni helps to keep that daily 
calorie total down.” 

(2) “The above explains why starch 
reduced low calorie, high protein 
Macaroni fights fat two ways Helps 
reduce caloric intake. 7 

(3) “That is why with high protein, 
low calorie . Macaroni in your diet 
you can eat three full meals a day and 
still weight.” (Issued June 10; 
released June 22, 1959.)—CCH Trapt 
REGULATION Reports § 28,090 


lose 


CHRISTOPHER COMMENTS—Continued from page 480 


needed—that this alone could mislead buyers. The result is that the 


can must plainly say that the contents are made from old or used 


oil; some such phrase as “reprocessed from previously used motor 


oil” would appear to meet the FTC requirement. The court mentioned 
a similar FTC decision where the can read “guaranteed re-refined,” 


with an explanation in fine print, which was held to be misleading. 


The problem of using words to inform the buyer properly and 


yet not to scare him away is a serious one, and one that can spell the 


difference between success and failure for the product. These cases 
make it clear that the FTC and the courts will insist on informing 
the buyer as being the more important of these two elements. 
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